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rOCT P 52688—2006

MpeancnoBue

Lenu n npuHumnel ctaHaapTusauumn 8 Poccuinckon Pegepauunn yctaHoneHbl PeeparbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TexHU4eckoM perynupoBaHumny», a npasuna npuMeHeHus HauuoHanbHbIX
ctangapToB Poccuiickoin ®eaepaunm — FOCT P 1.0—2004 «CtangapTtusauusa B Poccuiickol Pegepaumn.
OcCHOBHbIE NONOXEHNSA»

CBeaeHUA o cTaHgapTe

1 PASBPABOTAH locyaapcTBeHHBIM HayyHbIM ydpexaeHnem «Bcepoccuiicknii HayvHo-ucenegosa-
TenbCKUM MHCTUTYT Macnodenus u ceipogenusa» Poccenbxosakagemuu (MHY «BHUMMC» Poccenbxosakage-
MUn)

2 BHECEH TexHunyeckum komuteToMm no ctaHgapTusauun TK 470 «Monoko 1 npogykTbl nepepaboTkm
MOoKa»

3 YTBEPXOEH W BBEAEH B AENCTBUE Mpukasom ®eaepansHOro areHTCTBa Mo TEXHUYECKOMY
perynmpoBaHuto n Mmetpornoriu ot 27 gekabps 2006 r. Ne 459-cT

4 BBEJEH BINEPBbIE

UHebopMayusi 06 UMeHeHUSsIX K HacmosiuieMy cmaHOapmy rybriukyemcs 8 exez2o00Ho uzdasaemMom
UHGhOpMaUUOHHOM yKazamerne «HayuoHanbHbie cmaH0apmbi», @ MeKCM U3MeHeHUU U onpagok — 8 exeme-
CAYHO U3dasaeMbiX UHGHOPMaUUOHHBIX yKkazamensx «HayuoHanbHbie cmaHdapmely. B criyyae nepecMompa
(3aMeHb!) unu ommeHsl Hacmosiuweao cmardapma coomeemcemeyioujee yeedomneHue 6ydem onybnukoeaHo
8 eXXEeMECSIYHO u30asaeMoM UHGOpMayUOHHOM yKa3amene «HayuoHanbHelie cmaHdapmsi». Coomeemcm-
syroujasi UHGhopmayusi, yee doMIEHUE U MEKCMbI pasMewaromcesi makxe 8 UHGhopMayuoHHol cucmeme obuue-
20 1101b308aHUsT — Ha ohuyuansHom catime @edeparnibHO20 a2eHmMCemea o MexHU4eCKoMy peaynupo8aHuio
u Memposnoauu 8 cemu ViHmepHem

© CraHgapTtuHgpopm, 2007

HacTosuin ctaHaapT He MOXET BbiTb NOMHOCTLIO UMM YacTUYHO BOCNPOU3BEAEH, TUPaXKMPOBaH 1 pac-
npocTpaHeH B KavyecTse oduLmManbHoro nsaaHus 6es paspelueHnsa degepasnbHOro areHTCTsa No TeXHUYEecKo-
MY perynmpoBaHuio U MeTponorum
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HAUWOHANBbHBIA CTAHBJDAPT POCCUUCKOW OSGEOEPALUWUMU

NMPENAPATblI ®EPMEHTHbLIE MOJIOKOCBEPTbLIBAIOLUUE
KUBOTHOIO NPOUCXOXKOEHUA CYXUE

TexHuveckue ycnoBus

Enzyme milk-clotting of animal origin dry.
Specifications

Data BBegeHnsa — 2008—01—01

1 O6nacTb NnpUMeHeHus

HacToswui ctaHgapT pacnpocTpaHsaeTcsi Ha Cyxmne MOMIoKOCBepThIBaroLme depMeHTHble npenapaThl
(Danee — npenapartbl) Ha OCHOBE KUCHbIX MPOTEeas XKNBOTHOTO MPONCXOXAEHWS, MpeAHa3HavYeHHblIe 4rsi CBep-
TbIBAHUSI MOJIOKA MPY NPOW3BOACTBE ChIPOB, TBOPOra 1 APYrMX MOMOYHbLIX U MOTIOKOCoAepXaLl X MPOayKTOB.

TpebosaHus, obecneunsarowe 6e3onacHoCTb NpenapaTos, U3NoXeHbl B pasgene 6, TpebosBaHua K
KayecTBy — B 5.1, Kk Mapkuposke — B 5.4.

2 HopmaTuBHLIe CCbINKK

B HacTosweMm cTaHgapTe NCNofb30BaHbl CCbISIKU Ha criegytolume cTaHaapTel:

FOCT P NCO 5725-6—2002 TouHOCTb (NpaBUbHOCTb U MPEeLM3NOHHOCTb) METOAO0B U pe3ynbTaToB
naMmepeHunin. Hactb 6. Micnonb3oBaHue 3HaYeHUN TOYHOCTU Ha NpakTuKe

FOCT P 50474—93 MpoaykTbl nuwiesble. MeTog BbISIBNEHUs 1 onpedeneHus konmdectsa 6akrtepuii
rpyNMbl KALLEYHBIX Nanoyek (KonmdgopmHbIx 6akTepuii)

FOCT P 50779.10—2000 (MCO 3534-1—93) CtatucTnyeckne metoabl. BepoATHOCTb M OCHOBBI CTaTUC-
TUKN. TEPMUHBI 1 onpedeneHnst

FOCT P 51301—299 MpoayKThbl NULEBbIE N NPOAOBOMNLCTBEHHOE Chipbe. IHBEPCUOHHO-BONbTaMMNepo-
MeTpuyeckne MeTobl onpeaeneHns cogepKaHuns TOKCUYHBIX 311eMEHTOB (KaaMusl, CBUHLA, Meaun 1 LiuHKa)

FOCT P 51446—99 Mukpobuonorus. MpoaykTel nuwesblie. O6wme npasuna MUKpobUOnorniecknx
ncecnegoBaHui

FOCT P 51574—2000 Conb noBapeHHas nuLesas. TexHudeckme ycnosusi

FOCT P 51760—2001 Tapa notpebutensckas nonumepHas. O6Limne TexHn4eckne ycrnosus

FOCT P 51766—2001 Cbipbe 1 npogyKTbl nuwesble. ATOMHO-abcopbUMOHHBIA MeTod onpeaeneHust
MblLbsIKa

FOCT 8.579—2002 lNocynapcTBeHHaa cucTeMa obecneveHus eaMHcTBa nMsMepeHuid. TpeboBaHus K
KonunyecTBy hacoBaHHbIX TOBApOB B ynakoBkax ftoboro Buga npy Ux NpousBoAacTBe, pacdacoske, npogaxe u
nMnopTe

FOCT 12.1.007—76 Cuctema cTaHAapToB 6besonacHocTn Tpyaa. BpeaHele BewecTsa. Knaccudpumkauus
1 obwme TpeboBaHnA bezonacHocTU

FOCT 12.1.019—79 Cuctema ctaHgapToB 6e3onacHocTu Tpyaa. nektpobesonacHocTb. O6wme Tpebo-
BaHWS M HOMeHKNaTypa BUO0B 3aluThbl

FOCT 61—75 Peaktusbl. Kucnota ykcycHas. TexHnyeckue ycrnosus

FOCT 199—78 PeakTtusbl. HaTpuit yKCyCHOKUCBIA 3-BOAHBIN. TEXHNYECKNe YCNoBus

FOCT 450—77 KanbLuin XNOpUCTbIA TEXHUYECKUI. TexHu4eckme ycnosns

FOCT 857—95 KucnoTta congHasa cuHTeTU4deckasa TexHudeckas. TexHn4eckme ycnosus

FOCT 1277—75 Peaktusbl. Cepebpo azoTHoKMCIoE. TexHnYecke ycnosuns

U3paHve opmumanbHoe
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FOCT 1341—97 NepramMeHT pacTUTeNbHbLIA. TexHu4eckne ycrosus

FOCT 1760—86 NogneprameHT. TexHn4eckue ycnosus

FOCT 1770—74 NMocyna MepHas nabopaTopHas cTeknaHHas. LiMnuHapbl, MeH3ypku, Konbbl, npo6upku.
O6LLmMe TexHU4ecKue yCrnoBus

FOCT 2239—79 JlamMnbl HakanUBaHWA 06LLIEero HasHavyeHus1. TexHu4eckue ycrnosus

FOCT 3118—77 Peaktusbl. Kucnota consiHas. TexHudeckue ycrnosus

FOCT 3145—84 Yacbl MexaHuyeckune ¢ curHasnbHbIM ycTpoiicTBoM. ObLyme TexHUudeckue ycrnoBua

FOCT 3622—68 Monoko 1 MonoyuHble NpoaykTel. OT60p Npob 1 NoAroToBKa UX K UCTIBITAHUIO

FOCT 3560—73 IleHTa cTanbHas ynakosovHasi. TeXHUYecKue ycrnoBust

FOCT 3652—69 Peaktusbl. Kucnota numoHHast MoHoruapart v 6e3sogHas. TexHu4eckue ycrnosus

FOCT 4198—75 PeaktuBbl. Kanun pocgopHOKUCTIbIN 0gHO3aMeLLeHHbIA. TexHndeckue ycnosust

FOCT 4234—77 Peaktubl. Kanui xnopucTblil. TexHu4eckue ycrosust

FOCT 4328—77 PeakTtusbl. Hatpus ruapookuck. TexHnyeckue ycrnosusi

FOCT 4459—75 Peaktussbl. Kanuit XxpoMoBOKUCTIBIA. TeXHUYEecKue ycrioBust

FOCT 4919.2—77 (NCO 1861—83, NCO 2004-1—80) PeakTuBbl 1 0cob0 4YMCThIE BellecTBa. Metoabl
npurotoBneHus 6ydepHbIx pacTBOpOB

FOCT 5981—88 baHku meTannuyeckue Anst KOHCEPBOB. TexHUYecKne ycrioBus

FOCT 6691—77 Peaktusbl. Kap6amug. TexHuueckue ycnosusi

FOCT 6709—72 Boga guctunnuposaHHasn. TexHUYeckue ycrioBus

FOCT 8273—75 bymara o6epToudHas. TexHu4eckue ycrnoBus

FOCT 9958—81 Uspgenus konbacHble 1 npoaykThl U3 Msica. MeToabl bakrepuoniormieckoro aHannsa

FOCT 10131—93 Awmkn u3 apeBecuHbl U ApeBecHbIX MaTepuarnos A NpoayKLUMY NULLEBLIX oTpacrein
NPOMBILLNIEHHOCTU, CEMbCKOro XO3ANCTBa 1 cnuyek. TexHnyeckue ycrnosus

FOCT 10354—82 lNrieHka nonuatuneHosas. TexHn4eckme ycrnosus

FOCT 10444.15—94 MpoaykTel nuweBble. MeToabl onpeaeneHus konuiectsa Me3ohunbHbIX adpo6HbIX
1 chakynbTaTUBHO-aHaaPOBHbLIX MUKPOOPraHNM3MOB

FOCT 10970—87 Monoko cyxoe obeaxupeHHoe. TexHuyeckue ycrnosus

FOCT 11354—93 Awuku 13 apeBecuHbl U gpeBeCcHbIX MaTepuarnioB MHOroo60poTHEIE Anst NPOAYKUUX
nULLEeBbIX OTpacnei NPOMBbILLIEHHOCTU 1 CeSIbCKOro X03sincTBa. TexHu4eckue ycrnosusi

FOCT 11773—76 PeakTuBbl. HaTtpuin poccopHOKUCLIA ABYy3aMeLleHHbIA. TexHu4eckne ycnosnsa

FOCT 12026—76 bymara cunbTpoBansHas nabopaTtopHas. TexHU4Yeckune ycnosus

FOCT 12120—82 baHkn MeTannm4eckne n KOMbUHUPOBaHHbIE. TeXHNYecKne ycrnosus

FOCT 13358—84 Awwmkn gowaTble Ans KOHCEPBOB. TeXHUYeCcKne YCroBUA

FOCT 13511—2006 Awmku 13 rodbpupoBaHHOTO KapTOHa AN NULLEBLIX NPOAYKTOB, crinyek, TabayHbix
n3genun n MoLWKNX cpeacTB. TexXHNYeckne ycrnosus

FOCT 13515—91 AwmKn 13 TapHOro MIIOCKOro CKNeeHHoro kapToHa Ans CIMBOYHOro Macna 1 Mmaprapu-
Ha. TexHu4eckne ycroBus

FOCT 14192—96 MapkupoBka rpysoB

FOCT 14919—83 DneKkTponnuThl, 3NeKTPONIIUTKA 1 KapodHble anekTpoLukadbl bbiToBble. ObLme Tex-
HUYecKMe ycrnoBus

FOCT 16678—71 Cnunaunctble 060M04KN CbIYYTroB KPYMHOMO poraTtoro CKoTa U CBUHBIX XXeryAKoB 3amopo-
XKeHHble. TexHu4eckme ycnosums

[OCT 17308—88 Wnaratel. TexHuyeckne ycnosus

FOCT 18251—87 lleHTa kneeBas Ha bymaxHOW ocHOBe. TexHU4eckne yCrnosus

[OCT 18300—87 CnupT 3TUMOBLIN PeKTUDUKOBAHHBIA TEXHNYECKNA. TexHUuYeckne ycrnosusi

[OCT 18302—87 Cbl4yru ArHAT, KO3MNAT MOJIOYHUKOB U TEMAT BbICYLUEHHbIE. TeXHUYeckne ycnosus

FOCT 20477—86 leHTa nonuaTnneHoBas ¢ NMUMNKUM croem. TeXHnIeckne yerosus

[OCT 24104—2001 Beckl nabopaTopHble. Ob6LmMe TeXHUYeckne TpeboBaHus

FOCT 25336—82 Mocyaa n obopyaosaHue nabopaTopHble CTEKNAHHbIE. THMbl, OCHOBHbIE NapaMeTpbl 1
pasmepbl

[OCT 25794.1—83 PeakTuBbl. MeToAbl NPUroTOBAEHUSA TUTPOBAHHbLIX PACTBOPOB AN KUCIIOTHO-OCHOB-
HOTo TUTPOBaHUSA

FOCT 25794.3—83 PeakTuBbl. MeToabl NPUroTOBMAEHNA TUTPOBAHHBLIX PacTBOPOB ANA TUTPOBaHUSA
ocaxaeHnem, HeBOAHOro TUTPOBAHUSA U APYTMX METOA40B

FOCT 26668—85 MpoaykThbl NuLeBble 1 BKycoBble. MeToabl oT6opa npob ana Mukpobruonormyeckux
aHanusoBs

FOCT 26669—85 MpoaykThl NULLEBLIE U BKycoBble. [MogroToska npob An8 MUKPOBUONOrMyeckux aHa-
n13oB

2
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FOCT 26670—91 MpoayKThl nuweBble. MeToabl KyNbTUBUPOBaHNA MUKPOOPraHU3MoB

FOCT 26678—85 XonogunbHUKA 1 MOPO3UITbHUKA OBITOBLIE 3MEKTPUYECKUE KOMMPECCUOHHbIE napa-
meTpudeckoro psga. ObLne TexHUYeck1e ycnosus

FOCT 26929—94 Chipbe 1 npoayKkThl nuiLeBsble. MoaroToska npo6. MruHepanusauua ana onpegeneHna
coaepkaHnUA TOKCUYHBIX 31IEMEHTOB

FOCT 26930—386 Cbipbe 1 NpoayKTbl NuLesble. MeToa onpeaeneHunsa MblLLbsika

FOCT 26932—86 Cuipbe 1 npoayKThl nuLeBbie. MeToz onpeaeneHna cBUHLA

FOCT 27987—88 AHanuaaTopbl XXUAKOCTU NoTeHuuomMeTpudeckue MCIM. Oblume TexHuyeckue ycnosus

FOCT 28498—90 TepMOMETPbI XMAKOCTHBIE CTEKNsIHHBIE. ObLmne TexHU4eckue TpebosaHuA. MeToabl
UCNbITaHWUIA

FOCT 29169—91 (UCO 648—77) Nocyaa nabopaTopHas cTeknAHHasnA. [uneTkn ¢ oAHOM OTMETKON

rOCT 29185—91 MpoaykTbl nuweBble. MeToAb! BLISBAEHWUA 1 oNpeAeneHuns konuyecTsa cynbhutpeay-
LMPYIOLLMX KIOCT puani

FOCT 29227—91 (MCO 835-1—81) Mocyaa nabopatopHaa cTeknsaHHas. MuneTku rpagyvupoBaHHble.
YacTtb 1. O6wme TpebosaHuns

rOCT29251—91 (MCO 385-1—84) Mocyaa nabopaTtopHas cTeknsHHas. bBropeTkn. HacTb 1. ObLme Tpe-
6oBaHusA

FOCT 30178—96 Chipbe 1 NpoayKThl N1LeBble. ATOMHO-a6CcopBLMOHHEIN MeTo onpeaeneHns ToKCuY-
HbIX 3/1eMEHTOB

FOCT 30519-97/TOCT P 50480—93 MpoaykTel nuwesble. MeToa BbisiBneHuss baktepuid poga Sal-
monella

FOCT 30726—2001 MpoaykThbl NUeBble. MeToabl BbISIBNEHUS U onpeaeneHns konudectsa bakrepun
Buaa Escherichia coli

MpumeyaHue— py NONb3OBaHUM HACTOAWMUM CTAHAAPTOM LienecoobpasHo NpoBepuTL AENCTBUE CCbINoY-
HbIX CTaHO4apTOB B MHGOPMALUMOHHON cucTeme OOLWEero mnonb3oBaHus — Ha oduumaneHom cavite depepanbHOro
areHTCTBa No TEXHUYECKOMY PEryrIMpOoBaHuio U METPONOTUMN B CeTW VIHTePHeT MIn No exeroqHo n3gasaemomy nHopma-
LMOHHOMY yKasaTenio «HaunoHanbHble cTaHdapThl», KOTOPbIN ONYGIMKOBaH MO COCTOSIHMIO Ha 1 SHBaps TeKyLLero roga, u
Mo COOTBETCTBYIOWMM €XEeMECSHHO U3gaBaeMbiM MHPOPMALMOHHBIM YKa3aTensm, onybrnmnkoBaHHbIM B TEKYLLEM rofy.
Ecnu ccbinoyHbIN cTaHAapT 3ameHeH (M3MeHeH), TO Npw NoNb30BaHUMKM HACTOSLMM CTaHAAPTOM criefyeT PyKOBOACTBO-
BaTbCs 3aMEHSAIOWNM (M3MEHEHHbBIM) CTaHAapTOM. Ecnu cchinoyHbIi cTaHaapT OTMEeHeH 6e3 3amMeHbl, TO NONoXeHne, B
KOTOPOM JaHa CChifka Ha Hero, NPUMEHSIeTCs B YacTH, He 3aTparvBalolweli 3Ty CCbInky.

3 TepmuHbI 1 onpeaeneHus

B HacTosilem cTaHaapTe npuMeHeHsl TepMuHbl o FOCT P 50779.10, a Takke cneayowme TepMUHbI C
COOTBETCTBYHOLWMUMN ONpegeneHnsamn:

3.1 MonokocBepTbiBalLWUA hepMEHTHBIW Npenapar )XUBOTHOro NpoucxoxaeHuna: PepMeHTHbIN
npenapar Ha OCHOBE KUCTbIX (KapBGOKCUIbHBIX) KUBOTHBLIX NPOTEAa3, U3rOTOBNEHHBIA U3 ChIYYTOB TENAT, ArHAT U
KO3MAT MOMOYHNKOB, & TaKXKE U3 CIIN3UCTON 060MI0UKU ChIYYTOB KPYMHOMO POraToro CKoTa vXenesncTbiX Kenya-
KOB LIbIMAAT U KYP.

3.2 KOHTpONbHLIN 06pa3zel;: OnpeaeneHHoe KONMMYECTBO CblYyXXHOTO hepMeHTa U roBsSXKbEro nen-
CWHa, Mo opraHonenTUYeckUM 1 U3NKO-XMMUYECKUM NokasaTensam COOTBETCTBYIOLMX TpeboBaHUAM NpuUno-
XeHna A, npegHasHadeHHoe A8 u3MepeHust o6LLein MONOKOCBEPTbIBAIOLLEN aKTUBHOCTM U 0NN aKTUBHOCTU
XUMO3WHA UK FTOBSKbETo NercuHa oT 0L e MONOKOCBePThIBaOLWER aKTMBHOCTM UCTLITYEMbIX MOMTOKOCBEP-
ThiBaOLLMX pepMEHTHBIX NpenapaTos.

KoHTponbHble 06pasLibl CONPOBOXAAOTCA CBMAETENbCTBOM YCTaHOBMNEHHOM hOpMbI.

3.3 o6wan MonokocBepThiBalLyas akTMBHOCTb: CnocobHoCcTL hepMeHTHOro npenapara katanusu-
poBaTb Koarynsumio kasemHa Monoka ¢ 06pasoBaHneM XIonbeB B MOIOYHOM cyGeTpaTe Npu 3agaHHbIX yCro-
BUSX.

3.4 Monou4HbIn cy6eTpaTt: BenkoBo-mMuHepanbHbI KOMMMEKC BOCCTAHOBIEHHOMO OGEIKUPEHHOTO
MOJioKa C yCTaHOBNEHHbIMU OU3UKO-XUMUYECKMMUN NOKasaTeNAMN, TPUMeEHAEeMbIA Ans onpeaeneHus obuei
MOJIOKOCBEPThIBAIOLLEN aKTUBHOCTA U OMEA MOMOKOCBEPThIBaOLWER aKTUBHOCTU XMMO3MHa U NENCUHOB OT
obLLei MONOKOCBePThIBaOLLEN aKTUBHOCTU Npenapara.

3.5 npopomXkUMTeNnbHOCTb CBEPThIBaHMA MOJTOYHOro cybcTparta: Bpems, 3aTpayeHHoe Ha cBepThI-
BaHWe MonovHoro cy6ctpaTa Ao 06pasoBaHust X/10MbEB NOcne BHECEHUsI B Hero pacteopa npenapara.

3.6 cbIvYXHBbIA thepMeHT: PepMeHTHbIN Npenapart, U3roTOBMEHHLIA N3 cbluyra TENAT, ATHSAT, KO3NST
MOJTOYHUKOB WS UX CMECU, C AONIE MOITOKOCBEPThIBaOLLEN aKTUBHOCTU XMMO3MHa OT 0bLLEe MOTOKOCBEPThI-
BatloLen akTuBHocTU npenapata He MeHee 80,0 %.
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MpwnmedyaHune— B cnyyae nonyyeHus npenapara ¢ fonen MONOKOCBEPTLIBAIOLWEN aKTMBHOCTU XMMO3WHa OT
obLwen monokoceepThiBatoLLen aktuBHocTU MmeHee 80,0 % npenapar ngeHTMhULMPYETCs Kak ChluyXHO-FOBSHKUNA.

3.7 roBsbkui nencuH: PepMeHTHbIM Npenapar, U3roToBNEHHbIA U3 CIM3UCTON 060N0YKN CbIMYrOB Kpyn-
HOro poraToro ckoTa ¢ A0Nei akTUBHOCTM FOBsHKbEro NencuHa ot obLein MonoKOCBEPTHIBAOLLENA aKTUBHOCTH
npenapara He meHee 80,0 %.

3.8 KypuHbIA nencuH: PepMeHTHbIN Npenapar, U3FOTOBEHHbIA U3 XENe3NCTbIX XeNyaKoB LbIMsAT U
Kyp C 40eN aKTUBHOCTM KYpUHOro NencuHa oT 06 Lwein MoSIoKoCcBepThiBatoLwwen akTueHocTu npenapata 100,0 %.

3.9 cblYyXHO-TOBSXWI MONOKOCBEepPThIBaloLWun chepMeHTHbIN Npenapar: PepMeHTHLIN Npenapar,
N3roTOBMEHHbINA U3 CM3NCTON 0BOMOYKM ChIYYroB KPYMHOMO POraToro CKoTa UM CMELUMBaHUEM CbIYY)KHOTO
cbepmMeHTa U FoBSXKbEro NencuHa, ¢ 4onen MONoKOCBepThIBatoLWen akTUBHOCTU XMMO3WHa 0T obLweit Monoko-
cBepTbIBatoLLe akTUBHOCTW NpenapaTta MeHee 80,0 %.

3.10 KomnreKcHbIA MoNoKocBepThiBawOLWMUA chepMeHTHBIA NpenapaT: CocTaBHON (hepMEHTHLIN
npenapar, cogepXaLlnin KYpUHbIA NencuH, N3roToBMIEHHbIA CMELLNBaHUEM NENCUHOB WU KYPUHOTO NencuHa u
CbIYY>XHOro pepmeHTa Un NencruHOB € CbiMYXXHbIM (bepMEHTOM, ¢ AONEN aKTUBHOCTU KypUHOTO NencuHa ot
o6Len MONOKOCBEPTLIBAIOLLEN akTUBHOCTM NpenapaTa He bonee 50,0 %.

4 Knaccudmkaumsn

4.1 lMpenapatbl B 3aBUCUMOCTU OT (hEPMEHTHOro cocTasa nogpasaensioT:
Ha OQHOKOMMNOHEHTHEIE;
- MHOTOKOMMOHEHTHBbIE.
4.1.1 OQHOKOMMNOHEHTHbIE NpernapaThl B 3aBUCUMMOCTU OT UCNOMBb3YEeMOro CbipbA NoApPasAenaoT:
Ha CbIYY>XXHbIN hepmeHT (CD);
- MencuHsbl.
4.1.1.1 CbluyXHbI1 (bepMEHT B 3aBUCUMOCTU OT UCTOSb3YEMOro ChipbA NOAPA3AeNAIoT:
Ha CbIYY>XHbIA (DEPMEHT U3 CbIYYTroB TEMAT, ATHAT, KO3MAT MONOYHUKOB, A TaKkke CMECU 3TUX CbIYYroB;
CMECU CbIYYXXHBIX DEPMEHTOB TENAT, ATHSAT U KO3MAT MONOYHUKOB.
4.1.1.2 TlencuH B 3aBUCUMOCTN OT UCMOSb3YEMOTO ChiPbA NOAPasAenaioT:
Ha roBskuiA nencuH (IM);
- KypuHbIi nencuH (KrM).
4.1.2 MHOrokoMnNoHeHTHble NpenapaThbl B 3aBUCUMOCTU OT (hbepMEHTHOro cocTaBa noapasnensioT:
Ha cbIvyXXHO-roBsKbM (CIM), cogepkaluye XMMO3WH U FOBSDKUIA NENCUH, C A0S1e MOJTOKOCBEPTLIBaoLLE A
aKTUBHOCTU XMMO3MHa 0T 0B LLei MonokocBepThiBatoLLiel akTUBHoCTU MeHee 80,0 %;
- KOMIIIeKCHbIe npenapaTsl, cogepXalme KypuHbIA NencuH: KypuHo-roBsbkbn (KIM), KypuHO-ChIbYXXHbIE
(KC), kypuHo-rossixe-cbldyxHble (KI'C).

5 TexHuueckune TpebSoBaHuA

5.1 XapakrepucTuku

5.1.1 MpenapaTbl U3roTaBAMBAIOT B COOTBETCTBUN C TPeOOBaHUSIMU HACTOSILLEro cTaHAapTa, MO TEXHO-
NOrMYecKOr MHCTPYKLMM Ha KOHKPETHbIA Npenapart ¢ cobnogeHmem rurueHnYecknx TpebosaHuin Ansa npeanpu-
SITUIA MSICHOW MPOMBbILLIIEHHOCTN [1].

5.1.2 Mo BHewHeMy BUAY U OpraHonenTUYEeCKUM nokasarensam npenapartbl 4OSDKHbI COOTBETCTBOBATL
TpeboBaHUAM, ykasaHHbIM B Tabnuue 1.

Ta6bnuuya 1

Xapakrepuctuka ans
HaumeHosaHue
nokasarens rOBSDKLEro KyPUHOTO MHOFOKOMIMOHEHTHbIX
CbIMYXHOro epmeHTa
nencuHa nencuHa npenaparos

BHewHun OpHopoaHbIN NOpoLIoK 6enoro unu cBeTIno- OaHopoAHbIM NOPOWOK CBETNO-XENToro unm
BUg XEeNnToro, nnv cBeTno-ceporo useta CBETINO-Ceporo upeta

3anax Cneundunyecknii, CBOMCTBEHHBIN XMBOTHLIM NpoTeasaM, 663 NOCTOPOHHUX 3anaxoe
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5.1.3 Mo dU3MKO-XMMUYECKAM MoKasaTenaM npenaparbl JOMKHBI COOTBETCTBOBATb TpeboBaHNAM 1

HopMaM, yKasaHHbIM B Tabnuue 2.

Ta6nwuua 2

HanmeHoBaHue nokasartens

Hopwmbl anst

ChIHYXHOrO
depmeHTa

roBAXpero
nencuHa

KyPUHOTO
nencuHa

CbIYYXKHO-
TOBSHKBUX

npenaparos

KOMMEKCHBIX
npenaparos

Obwas MOonokocBepThiBatoWwasi
aKTMBHOCTB 1 I Mpenapara no ceep-
TbIBAHWIO  MONOYHOro  cyberpara,
ycn. eg./r, He MeHee

100000

Hons monokoceBepThIBaKOLWLEN ak-
TUBHOCTM XMMO3uHa oT obLeli moro-
KOCBEpPTbIBalOWeEN akTMBHOCTH, %

He meHnee
80,0

He 6onee
80,0

[ons MonNoKoCBepThIBAKOLWLEN ak-
TUBHOCTWM TOBSKbEro MencuvHa oT
obleln MONMOKOCBEPThbIBaOWEN ak-
TUBHOCTH, %

He meHee
80,0

[onsi MONOKOCBEPTLIBAIOLLEN aK-
TUBHOCTW  KYPUHOIrO nMencuHa oT
obLell MONOKOCBEPTLIBAKOLWLEN aK-
TUBHOCTU, %

He
AonyckaeTca®

He
gonyckaeTca®

100, 0

He
Jonyckaertcs®

He Gonee
50,0

MaccoBasi gonsi Bnarn, %, He
Gonee

2,0

MaccoBas gonsi NoBapeHHOW Co-
nm, %, He meHee

80,0

MaccoBasn gons HepacTBOPMMOro
ocTaTtka, %, He bonee

2,0

[ons MonokocBepThIBAIOLLEN aK-
TUBHOCTU CBMHOIO NEncuHa

He ponyckaetcs®

* Mokasatenu onpeaensiiot NPy BO3HWKHOBEHUN Pa3HOINacui NPU OUEHKe KauecTBa npernapara.

5.2 Tpe6oBaHUA K CbIpblO

5.2.1 Cblpbe no 6e3onacHOCTU He AOMKHO NpeBbIWaTh HOPM, YCTaHOBNEHHBLIX HOPMaTUBHBIMU NPABO-
BbIMW akTaMu Poccuitckon depepadiymn?,
5.2.2 [AnanpoussoAcTBa nNpenapartos UCNOMb3YIOT Chipbe, paspelleHHoe K NPUMEHEHMIO B YCTAaHOBMEH-

HOM nopAake:

- CbIYYrN ATHAT, KO3NAT MOMOYHUKOB U TENAT BbiCyLUeHHble No FOCT 18302;

- cnusucTble 060M04KM ChIYYroB KpynHoro poraTtoro ckota no FOCT 16678;

- KenyaKku XenesucTble LbINIST U Kyp 3aMOPOXEHHbIE;
- conb noeapeHHyto nuweByo no FOCT P 51574 copTa aKkeTpa;
- kucnoty congHyto no FOCT 3118;

- KUCMOTY COMNsIHYI0 CUHTeTUYeCKyo TexHudeckyo no FOCT 857, Mmapku A;

- Boay nutbesylo no FOCT P 51232 n[3];

- NUWEBOW rOBsXKWIA NENCUH;
- NULWLEBOW KYPUHBIA NENCuH.

5.2.3 [onyckaeTca ncnonb3oBaHWe 0TeYECTBEHHOrO M MMMNOPTHOIO ChIPbA, HE YCTYNAaKLWero no kayecT-
BEHHbIM XapakTepucTukam coipblo no 5.2.2 n cooTBeTCTBYIOWEro No 6e30nacHOCTN HOpMaM, YCTaHOBIEHHbIM
HOpMaTUBHLIMK NPaBOBbIMU akTaMu Poccuiickoid degepadymn’).

1 oo
) o BBeaeHWA COOTBETCTBYIOLLMX HOPMAaTUBHbIX NPaBOBbLIX akTOB Poccuiickon Pegepaumm — HOpMaTUBHbIMU [10-
KyMeHTamm peepanbHbIX OPraHoOB UCMONHUTENBHON BNacTu [2].
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5.3 MapkupoBka

5.3.1 MapkupoBka noTpebutenbLckou Tapbl

Ha kaxayto eanHuLly noTpebutensckoi Tapbl HaKNeuBatoT, a Npy hacoBaHUK B ABOMHbIE NakeThbl BKNa-
ObIBaAIOT MeXay NakeTaMu 3TUKETKY ¢ 0003HauYeHneM:

- HaumeHOBaHWUSA U MeCTOHaxXOXAeHUA (IopPUAUYECKUIn agpec U, NpU HECOBNAAEHUN C HOPUOANYECKUM
agpecom, agpec NpousBoACTBAa) U3rOTOBUTENA U opraHnsaumm B Poccuiickoid deagepaunu, ynosTHOMOYEHHON
N3roTOBUTENEM Ha NPUHATUE NMPETEeH3UA OT NoTPpebuTens Ha ee TEPPUTOPUN (MPU HANUYUK);

- TOBapPHOro 3HakKa U3roToBUTENS (MPU HaNUYUK);

- HaumeHoBaHWUA npenapaTta. PopMUpoBaHNE HaAUMEHOBaHUsI Npenaparta pekoMeHAyeTcs ocylle-
CTBIATH C yKazaHuem abbpeBuaTypbl npenaparta 1 40NN MOSIOKOCBEPThIBaKOLLIE aKTUBHOCTN OCHOBHOTO KOM-
MOHeHTa oT 06LLe MOMOKOCBEPTHIBaOLLE aKTUBHOCTU NpenapaTa: XMMo3nHa — A5 CblvyXXHOro chepMeHTa u
CbIYY>KHO-TOBS>KbUX NpenapaTos, KYPUHOro nencuHa — A5 KOMMIEeKCHBIX NpenapaTos.

ITpumep — lMpenapam chepMeHMHbIU MOJIOKOC8epMbiearoWUll XUSOMHO20 NPOUCXOXOeHUs
cyxoii «CbryyxHbIl hepmenm CP-85», unu «CbiyyxHo-208s)Ull npenapam CI-50», unu «Kypu-
Ho-208spKull npenapam KIr-50»;

- 3HavyeHus obLlelt MONMOKOCBEPTLIBAOLWENA aKTUBHOCTH;

- cocTraBa npenapara. KoMNoHeHTbl NepeuncnsioT B NopsaKe yMeHbLIEHUs MaccoBOW 40NN UNW 4ONK
MOJIOKOCBEPThIBaKOLLE N aKTUBHOCTU chepMEHTHBLIX KOMNOHEHTOB Npenapara.

Tpumep — [ns cbi4yXHo20 hepMeHMa: Coslb, XUMO3UH, 2085)KUli NerNCcuH;

- HoMepa napTuu;

- Macchl HeTTO;

- AaTbl U3roTOBNEHWUS U AaTbl YNAKOBLIBAHUS;

- CpoKa rogHocTu;

- YCMOBWUA XpaHeHus;

- cnocoba npumeHeHus;

- 0bo3HaYeHUst HacTosALWero ctaHaapTa.

5.3.2 MapkupoBKa TPaHCNOPTHOM Taphbl

Ha oaHy 13 TopLeBbIX CTOPOH ALLMKA HAHOCAT 3TUKETKY C 0603HaYeHeM:

- HauMeHoBaHWS N MeCTOHaxoXaAeHUA (IOpPUANYECKUn agpec W, NpU HECOBMaAeHUN C HOPUONYECKUM
appecom, agpec NpoMsBoACTBa) UIrOTOBUTENA U opraHusaummn B Poccuiickon degepaunu, ynoHOMOYEHHON
N3roTOBUTENEM Ha NPUHATUE NPEeTEeH3UIA OT NOTPebUTENA Ha ee TeppUTOPUM (NPU HaNUYUK);

- TOBapHOro 3HaKka U3roToBUTENS (NPU Hannuun);

- HauMeHoBaHuWS Npenapara;

- HoMepa napTuu;

- Macchl HeTTO 1 bpyTTO;

- JaTbl U3rOTOBMNEHUS;

- cpoka rogHocTu;

- KONnM4yecTBa ynakoBOYHbIX €AUHULL;

- YCMOBWIA XpaHeHUs;

- MaHUnynaumnoHHoro saHaka «bepeyb ot conHeuvHbIx Nyven» no FOCT 14192, Hagnucei «bepeys oT BNa-
r» N «OCTOPOXKHO, annepreHy»;

- 0603HaveHUst HacTosLero ctaHaapTa.

5.4 YnakoBka

5.4.1 MpenapaTbl chacyloT B MeTannuyeckue 6aHku ansa koHcepsos no MOCT 5981, meTannuueckue un
komBuHUpoBaHHble 6aHku no FTOCT 12120, noTpe6uTensckyro NonMMepHyto Tapy — 6aHkuno FOCT P 51760,
maccoli HeTTo oT 100 go 1000T.

HonyckaeTcs ncnons3osatb Ans chacoBaHWA NpenapaTtoB NakeTbl U3 NOSIMMEPHbBIX NIIEHOYHBIX MaTepua-
OB, paspeLleHHbIX 41151 yNIaKOBbIBaHUS NMULLEBLIX MPOAYKTOB, UIMW ABOWHBIE MaKeTbl U3 MONIM3TUIIEHOBOMW NMeH-
kn o FOCT 10354. Macca HeTTo ynakoBoYHou eauHuubl — oT 100 go 1000rT.

5.4.2 BaHku BbicTuNnatoT neprameHToM no FOCT 1341 unn nognepramertom no FOCT 1760, unu nonua-
TuneHoBol nneHkor no FTOCT 10354, unu BknaabiBaloT NakeT U3 NOMMME PHBIX MNIEHOYHBIX MaTepUarnos, KOTo-
pble B BEPXHe yacTu nocne 3acbInku npenapara 3armbaloT k cepeguHe.

5.4.3 [onyckaeTcs UCMonb3oBaHWe ApYrux yNakoBOUYHbIX MaTepuanos, paspelleHHbIX K MPUMEHEHNIo
ANs1 KOHTaKTa ¢ N1LLeBbIMI NPoAyKTaMu, o6ecneumBaroLLMX COXpaHHOCTb KauecTsa Npenaparos.

5.4.4 MakeTbl c NpenapaTomM 3aBopa4uBatoT B 0bepTouHyto 6ymary no FOCT 8273, mapku A, noanepra-
meHT no FOCT 1760 unu neprameHT no FOCT 1341, okneuBatoT Kneesomn NEHTON Ha ByMaXHOW OCHOBE Mo
FOCT 18251 unn o6BasbiBatoT winaratom no FOCT 17308.

6
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5.4.5 BaHku unn nakeTbl ¢ NpoAyKUMEN YKIIaabiBaloT B AowWaThle NAOTHbIE ALMKA UM Hepas3bopHble
AWLUKA U3 NUCTOBBIX ApeBecHbIX maTtepuanos no FOCT 10131, unu aowatble AWWKA ONs KOHCEPBOB NO
FOCT 13358, unun MHoroo6opoTHbIE AoLUATHIE LKA UM MHOTOOBOPOTHBIE ALLUMKA U3 APEBECHBIX JIMCTOBLIX
matepuanos no FOCT 11354. Awmkun BHYTpU AOMKHBI 6bIThb BbICTNaHbI 06epTouHon 6ymaroii no FTOCT 8273.

5.4.6 [ns obecne4yeHns NIOTHOCTU NpuneraHus mexay 6aHkaMu U NakeTamu NpoknaabIBaloT 06epToy-
Hyto Bymary. He gonyckaeTtcsa HanvMuume B SlLMKax HesanonHeHHoro o6bema, B KOTOPOM Npuy TpaHCNopTMpoBa-
HUW BO3MOXHO cBOGOAHOE NepeMeLLeHne NakeToB U 6aHoK.

Awnkn okaHTOBLIBaOT MeTannmMueckon neHtom no FOCT 3560.

5.4.7 PaspewaeTcs ucnonb3oBaHUe SLLMKOB U3 rocbpuposaHHoro kaptoHa no FOCT 13511 unu siwmkos
N3 TapHOro MNyockoro ckneeHHoro kaptoHa no MOCT 13515, BeICTNAHHBIX BHYTpU 0b6epTouHoi Bymaron no
FOCT 8273 1 3akneeHHbIX KneeBor NeHTon Ha BymarkHoi ocHoee no FOCT 18251 nnu nonuaTuneHoBON NeH-
TON ¢ nunkum cnoem no MOCT 20477.

5.4.8 lMpepgenbl gonyckaeMblX OTpULATENbHBIX OTKMOHEHNIA MAcChl HETTO OT HOMUHAIIbHOW MacChl HETTO
1 TpeboBaHna kK NnapTnM pacoBaHHLIX NpenapaToB — B cooTeTcTBUN ¢ FTOCT 8.579.

5.4.9 B sawWMKN ¢ NpenapaToM OOIMKHBI ObITb BMOXEHbI MEPHBIE LUTAMMOBaHHbIE NOXe4ku (1 nioxedka Ha
10 ynakoBOYHBIX e4NHNL), NpeaHasHavyeHHbIe 4ns 0TMepuBaHuA npenaparta Maccon He bonee 2,5 r. MepHyto
NOXEeYKy N3roTaBnMBatoT U3 NONIMMEPHBIX MaTepuarnos, paspelleHHbIX K NPUMEHEHUIO Ansl KOHTaKTa ¢ nuile-
BbIMU NPOAYKTaMMU.

5.4.10 MaccaHeTTo npenapaToB BNOTPebUTENLCKON Tape B 0AHOM ALLMKE He AoSMKHa NpeBbiwaTh 20 Kr.

6 Tpe6oBaHus, o6ecneunBalolme 6e30NacHOCTb

6.1 CoaepxaHne TOKCUYHBIX 3N1IEMEHTOB B NpenapaTax He AOMKHO NPeBbiWwaTbh HOPM, YCTaHOBIEHHBIX
HopMaTUBHBIMW NPaBoBLIMK akTaMmu Poccuiickoin deagepauumn?).

6.2 Mukpoburonorndeckme nokasarenynpenapaToB He AOMDKHbI NPeBbILAaTb HOPM, YCTAHOBIIEHHBIX HOP-
MaTMBHbLIMU NpaBoBLIMMX akTamu Poccuiickon deaepauumn’).

6.3 MpenapaTbl MOTYT BbI3blBaTb annepru4eckue peakLuum, noaToMy npu UsroTOBNEeHUU U UCNONb30Ba-
HUM NX Heobxoanmo n3beratb NonagaHuA B rnasa v gbixaTernbHble NyTy.

6.4 B cnydyae nonagaHusi npenaparta Ha CAM3UCTYI0 060OUKY rnas u AbixaTenbHbIX NyTen Heobxoaumo
MPOMbITH Ffasa U NpPonoockaTh ropno BOAOW UMM pacTBOPOM MUTLEBOW COAbI MAacCOBOW KOHUEHTpauuen
50 r/gms.

6.5 Ha Bcex TexHOMOrMUYeckux cTagusix npu npousBoacTee npenapaTos criegyeT Ucnonb3osath addek-
TUBHYO NPUTOYHO-BBITSXKHYHO BEHTUNALMIO.

7 lMpaBuna nprvemMKu

7.1 MpenapaTbl NPUHUMAIOT NapTUSIMU.

MapTuel cumTaloT npenapaTt 04HOr0 HAMMEHOBAHUA, B OAHOPOAHOMN YNaKoBKe, C 0ANUHaKOBLIMU MNokasa-
TensiMmn kadecTBa U 6e30MacHOCTH, MPOU3BeAEHHbIA Ha OAHOM NPEANPUATUN-UITOTOBUTENE, OAHOM TEXHOMO-
rmyeckoMm obopyaoBaHMM, B TeyeHWe OAHOTo TEXHOMOMMYeCKoro uukna, oAHOW AaTbl WU3rOTOBMEHUA W
0(pOPMNEHHEIA OQHUM COMPOBOAUTENBHLIM [AOKYMEHTOM, YAOCTOBEPAOWMM KavyecTBO U 6Ge3onacHocTb
NpoAyKuNN.

7.2 [JokyMeHT, y4oCTOBepSIOLWMIA KauecTBO U Be3onacHOCTb NPOAYKUMN, AOMKEH coaepxaTb cneayto-
LYo MHpOpMaUnto:

- HOMep U faTy ero Bblaavu;

- HaMMeHoBaHWe rnpenapara;

- HaMMeHOBaHMWe N MecTOHaxoXAeHue (Iopuaudeckuini agpec U, NpU HecoBMaaeHUN C PUANYECKUM
agpecoMm, agpec NPoOU3BoACTBa) N3roTOBUTENS 1 opraHu3aunu B Poccnitckon ®epepaumu, ynonHOMOYEHHON
N3roTOBUTENIEM Ha NPUHATWE NPeTEeH3Wi OT NoTpebuTensa Ha ee TeppUTOPUM (NPU HANUYUK);

TOBaPHbLIN 3HAK U3roTOBUTENS (NPU HANNYUK);
HOMep napTuu;

Aaty oTrpysKku;

mMaccy HeTTo, Kr;

KOMUYECTBO YNaKOBOYHbIX €MHUL,

1 « ”
) No BREACHMS COOTBETCTBYIOLMX HOPMATUBHBIX NPABOBLIX aKTOB Poccuiickoi deaepaumum — HOPMaTUBHLIMKW 40-
KyMeHTaMu chegepanbHbiX OpraHoB UCMIONMHUTENbHOW BNacTn 2].
y nep p
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JaTy N3roToBNeHNs;

- CPOKrogHOCTU;

- YCNOBUSI XpPaHeHWs;

- NOATBepXAeHUe COOTBETCTBUS KadyecTBa 1 6e3onacHOCTM NapTumM TpeGoBaHUAM HACTOALLEro CTaH-
AapTa;

- 0bo3HaveHne HacTosALero ctaHgapTa.

7.3 [nsa npoBepku NnpenapaToB Ha cooTBeTCTBUE TpeboBaHUAM HACTOALEro cTaHAapTa Ha Npeanpus-
TUW-U3rOTOBUTENE NPOBOAST CrieAyioLue BUAbI UCNbITAHWIA:

- NpUemMo-caaToYHbIE UCTIBITaHUS;

- nepuognyecKme NCrbITaHus.

7.4 Mpuemo-caaTouHble UCTILITAaHUA Ha COOTBETCTBUE TPeBOBAHUAM HACTOSALLIEro CTaHAapTa NPoBoAAT
MeTOAOM BblGOPOYHOro KOHTPONA ANSA K40 NapTUmn npenapara no kavecTBy YNakoBKWU, NPaBUNbHOCTU HaHe-
CEHUsi MapKMUPOBKM, Macchl NpoayKTa, OpraHonNenTU4eCcKUM U (pU3MKO-XMMUYECKUM NoKasaTenam.

7.5 O6beM BbIGOPKM OT NapTum coctaenseT 5 % eanHuUL, TpaHcNopTHOW Tapsl. Mpu HanW4MK B NapTUK
meHee 20 egnHUL 0TBUpatoT 0AHY eAnHALLY.

Bbi6opky noTpebuTensCcko Tapbl OCYLLECTBAAIT METOAOM CriydanHoro otoopa. Mpu 3Tom oT Kaxaoun
BK/IIOYEHHON B BbIGOPKY eAVHNLLI TPAHCNIOPTHON Tapbkl 0T6UpaoT 1 % noTpebuTenbckoit Tapbl (HO He MeHee
Tpex).

7.6 TMpwunonyyeHUn HeyaoBNETBOPUTENbHBIX Pe3ynbTaToB aHanu3a xoTs 6bl o 0gHOMY U3 NokasaTtenemn
NPOBOAAT NOBTOPHbIE UCMBITaHWUSA YABOEHHOro 06bema BbiGOpKW, B3ATOWM U3 TOM XXe NapTuu npenapara.

PesynbTaThbl NOBTOPHLIX aHANU3OB ABMAOTCA OKOHYATENbHBIMU U PACMIPOCTPaHAIOTCA Ha BCIO NapTULo.

7.7 Mepuopmnyeckre UcnblTaHUA NPOBOAAT MO NokasaTenaMm 6e30nacHOCTU (cogepXaHue TOKCUYHBIX
3M1eMeHTOB, MUKpoGHonornyeckne nokasaTenu) B COOTBETCTBUN C NPOrpaMMOi MPOU3BOACTBEHHOTO KOHTPO-
ng, paspaboTaHHOW NpeanpUSTUEM-U3rOTOBUTENEM W COrMacoBaHHOW C YNOSHOMOYEHHbLIM OpraHoM B
yCTaHOB/IEHHOM MNopsigke.

8 MeToabl KOHTpONSs

8.1 OT60p Npob6

8.1.1 Tlocrne ocMmoTpa LEenoCTHOCTU YNaKOBKN ee BCKPLIBAKOT, CoAepXXMMOe TaTeNbHO nepemMeLunsa-
toT. VI3 kaxkaon eanHuLbl noTpebuTenbLCckon Tapbl 0T6MPaloT U3 pas3HbiX MECT MIHOBEHHbIE NMpobbl Npenapara.
MrHoBeHHble Npobbl 06beANHAIOT, NepeMeLUMBaloT, TOMELL AT B CTEPUNBbHYIO EMKOCTb C MIIOTHO 3aKpbiBalo-
LLIeICS KPBILLIKOW U UCMNOMb3YHOT ANs NPOBeAeHWs OLEeHKN KavyecTBa Npenapara.

Macca cymmapHoi npo6sl — okono 100 T.

8.1.2 CymmapHyto npoby AenaT Ha ABe paBHble YacTu, KaXayto U3 KOTOPbIX MOMELLAOT B CYXYH0, YUCTYIO,
repMeTU4HyIo Tapy, CHabXatT X 3TUKETKaMU C yKasaHUeM HauMeHOBaHUs NpeanpuUsATUS-M3roToBUTENS, Hau-
MEeHOBaHuWs Npenapara, HoMepa napTuu, AaTbl USTOTOBNEHUA, CPOKa roAHOCTU, Macchl Npobbl, AaThl U NoaANUCU
nvua, otobpasLuero npoby, 0603HaYeHUst HacTosILWero cTaHgapTa.

8.1.3 OpaHy YacTb ynakoBaHHOW CyMMapHoi Npo6bl ¢ NPOTOKCNoM oTGopa Npobbl HanpasnAlT B nabo-
paToputo ANns NpoBedeHust aHanusa, Apyryto niomMOupyroT U XpaHAT Ha ciydaid BO3HUKHOBEHUS pasHornacumn
npv onpeaeneHnn kadyecTsa npenapara.

8.2 KoHTponb kauecTBa yNnakoBKU U NPaBUNIbHOCTU MapKUPOBKU

KoHTporb kavyecTBa yNnakoBKU U MPaBUITbHOCTU MapKUPOBKW NPOBOASIT BHELLHUM OCMOTPOM KaXXaon ean-
HULBI NOTPebUTenbCKoM Tapkl, MonasLLUei B BbIOOPKY.

8.3 OnpepgeneHune maccel npenapata — no NOCT 3622.

8.4 OnpepeneHue BHelWHero BUAa U 3anaxa

8.4.1 CpepcrtBausMepeHUn

Becbl nabopatopHble no FOCT 24104, cpegHero knacca TOYHOCTH, ¢ NpeaesnioM AonyckaeMoin abcontoT-
HOW NOrpPeLlHOCTN OQHOKPaTHOro B3BeluMBaHus He 6onee +0,11.

LWnatens.

[HonyckaeTcst npumMeHeHve ApYrmx cpeacTs UsMepeHUi, He YCTynarowmx No MeTporiorniyeckum xapakre-
pUCTMKaMm NepevymcreHHbIM Bbllle.

8.4.2 lMpoBeaeHUe UCNbITaHUA

8.4.2.1 OtbupatoT 10 r npenapaTta, KOTOPbLIE NOMELLAIOT Ha rNagKyH YUCTYIO MOBEPXHOCTL NUcTa benoi
6ymaru, 3aTem pacnpeensiioT npenaparT wnartesnem cnoem okono 0,5 cM 1 cnerka HagasnUBaloT ApYruM Nuc-
ToM Bymaru unu wnarenem.

OnpepneneHne BHelHero Buaa NOAroTOBNEHHOro Takum obpa3om npenapaTa NPOBOAAT BU3yanbHO npu
OHEeBHOM cBeTe.
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8.4.2.2 OnpepeneHne 3anaxa NpoBOAAT OpraHoNenTUYeCckU NPY OCTOPOKHOM NepemMeLlBaHuK LunaTe-
nem npobbl npenaparta (cM. 8.4.2.1), paccbinaHHOro Ha nucte Gymaru.

8.5 OnpeaeneHune o61Leil MONOKOCBEPTLIBaIOLLEW aKTUBHOCTU UCNbITYEMOro Npenapara

8.5.1 CywHocTb MeTOAa

MeToa ocHOBaH Ha U3MepeHUY NPOAOCIKUTENBHOCTU CBEPThIBAHUS MOMOYHOro cybcTpaTa ucnbITyemMmbiM
npenapaToMm U KOHTPOJSIbHbIM 06pasLoM CblyyXHOro dhepmeHTa U pacyeTe obLieil MOMoKocBepThIBaOWEN
aKTUBHOCTM UCTLITYEMOTO npenapaTa Mo YCTaHOBIMEHHOW 0bLueil MONOKOCBepThIBaoLLE aKTUBHOCTU KOHT-
ponbHoro obpasLa cbliuyXHOro hepMmeHTa.

8.5.2 CpeactBa uaMepeHUs M peakTUBbI

Becnl nabopatopHbie no FTOCT 24104 cpegHero knacca TOYHOCTU ¢ Npeaeniom Aonyckaemoin abcontoT-
HOI NOrpeLIHOCTU OAHOKPATHOro B3BelumMBaHusA +0,0002r.

YnbTpatepmocTtar C  TepMmoperynatopoM, obecneuvBalowmini  nogaepxaHve  TemnepaTypbl
(35,0 £0,5) °C.

Mnutka anekTpudeckasa no FOCT 14919, ¢ 3akpbITOM CNUPanbIo U perynaTopoM Harpesa.

XonoaunbHUK anekTpudeckuit beitosoit no FOCT 26678.

Ilamna HacTonbHasg no FOCT 2239.

CekyHaoMep MexaHU4YeCKUA.

TepMoMeTp XKMUAOKOCTHBIA cTekNsAHHbIN No FTOCT 28498, ¢ ananasoHoM uameperusa ot 0 °C go 100 °C un
npegenom gonyckaeMmon norpewHoctn + 1 °C.

Kon6bl mepHbie 2-100(500, 1000)-2 no FTOCT 1770.

Kon6bl M-2-250-34 no FOCT 25336.

CrakaHbl nabopaTtopHble cTeknsHHble B-1-50(100, 600, 1000) TC; H-2-50(100, 600, 1000) TXC no
rOCT 25336.

CrakaHunku ans s3sewwmsanuns CB-19/19(24/10, 34/12) no FOCT 25336.

Munetkun 1-2-2-1(5, 10) no FOCT 29227.

UnnunHgpbl 3-50-2, 1-100-2, 1-500-2, 1-1000-2 no FOCT 1770.

BopoHkn B-25-38 XC, B-100-150 XC no MOCT 25336.

Manoykn nabopaTopHble onnaBneHHble cTeknsiHHbie AnnHon (10+£1)n (21 £ 1)cm, anameTtpom (5+1) Mm.

Jloxe4yka nnactmaccosas.

LWnaTene MeTannuyeckuin y3kui.

Boga anctnnnuposarHas no FTOCT 6709.

KoHTpornbHbI 0bpasel, cblvyKHOro hhepMeHTa B COOTBETCTBUM C NPUIoXKeHneM A.

CybcTpaT MONMOYHBINA.

[onyckaeTcs npMMeHeHWe ApYrix cpeacTB U3MEPEHUI, peakTUBOB, MO Ka4eCTBY U METPONOrMYecKnm
XapakTepucTukam He yCTynaroLwmnx nepeyncrieHHbIM BhILLe.

8.5.3 lMoaroToBKa K BbINOMHEHUIO UBMEPEHUN

8.5.3.1 MpurotoBneHne KUNAYEHON ANCTUNNTMPOBAHHOM BOAbI

OnctunnnposaHHyo Bogy KUMATAT He MeHee 20 MUH ¢ Lenbio yaaneHus guokcuaa yrnepoaa.

[onyckaeTca xpaHeHWe BoAdbl B nocyae ¢ Npobkoli U xnop-kanbLuueBoi Tpybkol B TedyeHue He Bonee
10 cyT Nnpyv KOMHaTHON TemMnepaTtype.

8.5.3.2 lMpuroToBneHue pacTBopa MosodHoro cybetpara

Okono 100 r monoyvHoro cybeTpaTta HeGoNbWNMM MOPLUMAMN BHOCAT B CTakaH BMECTUMOCTbo 1 AmS3 ¢
750 cm®Boabl TeMnepatypoid (35 = 1) °C npu HenpepbIBHOM NepemelLLnBaHnmn CTEKNAHHON NanoyYkon 4o NoMHo-
ro CMa4MBaHUA MOMOYHOro cybeTparTa.

MpwumeyaHu e — ToyHas HaBecka ykasaHa B JOKYMEHTe, yAOCTOBEPSIIOLLLEM Ka4eCTBO M 6e30nacHOCTb UCTONb-
3yeMOoN NapTuy MoroyHoro cybeTpara, 1 Ha 3TUKETKE NakeTa ¢ MOIOYHbIM CyGcTpaToM.

Yepes 10—15 MUH HepacTBOPUBLLMECA KOMOYKN MOJIOYHOrO cyOcTpaTa pacTupatoT Mo CTeHKaM cTakaHa
MIacTMaccoBOM NTOXEYKON A0 MOSMHOro UX pacTBopeHus. [NonyyYeHHyo cMecb NepeHOCAT B MepHYI0 konby ¢
NpuTepTol Npo6koi BMecTUMOCTbo 1 AM3. CTakaH, CTeKMAHHYO Nanoyky U NoXeuky o6MbIBaoT TpMXKabI Mo
40—50 cm3 Boabl. CMbIBbI 06EAMHSAIOT C COAEPKUMbIM MEPHOI konbbl. KonBy 3akpbiBatoT NputepToi Npob-
KOR, coaepXXumoe TLaTerbHO NepemMeLLnBatoT 1 oxnaxaaloT 4o Temnepatypbl (16 £ 1) °C nog cTpyei npoTouy-
HON BoAbl. B cnyyae HEBO3MOXHOCTW OXNaXAaeHWs MPOTOYHOM BOAOW KOMBY C MOMOYHBIM CyGCTpaToM
MOMELLAT B MOPO3USTbHYIO Kamepy 1 vyepes kaxable 10—15 MUH cogepxumoe Konbbl nepemeluMsaoT A0
[OCTUXKEHNS yKa3aHHOW BblLLe TemnepaTypsl.

B konby obasnsatoT pacTBOP XSIOPUCTOrO KanbLns U3 KOMMeKTa MonoyHoro cybctpaTta. O6bem pacTso-
pacybcTpaTa 4oBogAT BoAoN Ao MeTkn. PacTBop cybcTpaTta nepemMeLurMBatoT U BbiAEPXKUBAOT B XONOANINbHNKE
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nputemnepatype (5= 1) °C B TeveHne 19—20 4. MNony4veHHbIN TakuM 06pa3oM pacTBop MonodHoro cybctpaTa
NCMONb3YHOT B TEYEHUE CYyTOK.

PacTtBop XNopuUCToro kanbLma NOCTaBNAOT € KaXXA0N NapTuein MonodHoro cybctpata. Konuyectso xno-
pucToro kanbuma, Ao6asnsemoe B pacTBOP MOSIOYHOrO CybCTpaTa, ykasbiBatoT B UHCTPYKLMK NO NPUroToBNE-
HUIO MonoYHoro cybeTpata. Mepen aobaeneHuem pacTBopa XJIOPUCTOrO KanbUUsl B pacTBOP MOSOYHOMO
cybcTpata HeobxoauMo NUNETKY C BHELWHeW CTOPOHbI OCBOBOXAATb OT Kanerek XMNOopUCTOro Kanbuus
dunbTpoBanbHoOM Gymaroi.

8.5.3.3 MMpuroToBneHue pacteopa KOHTPONbHOro obpasLa chluyXHOro hhepMmeHTa

CoaepxumMoe nakoHa ¢ KOHTPOSbHBIM 0OPa3LLOM ChIYYXKHOTO (hepMeHTa OCTOPOXHO BbICHINAIOT B CTa-
KaH4MK BMeCTUMOCTbo 50 cm3, He onyckas pacnbineHus, 3aKpblBaroT NpUTepTOoi NPoBKoi M TWaTeNbHO nepe-
MELLNBaIOT, NepeBopaYmMBasn CTakaHIMK ¢ 06pasLOM HECKOMBKO pa3 B BepTUKaNIbHOM HanpasneHuu. CTakaHunk
OCTaBNAT B NOKoe Ha 1—2 MUH. 3aTeM CTakaH4Y1K OTKPLIBAIOT U €ro CoAepXXMMOe OCTOPOXHO NepeMeLLnBaoT
wnateneM KpyrosbiMn ABMKEHUAMU NO YACOBON CTPenKe 1 NPOTUB A0 OAHOPOAHOTO COCTOSAHUSA.

Hasecky KOHTpOfbHOro o6pasLia cbivyXHoro hepmeHTa m,, 0TobpaHHyIo U3 CTakaH4KMKa B COOTBETCTBUM
C YyCTaHOBNEHHOW B CBUAETENbCTBE Ha KOHTPOSbHBIN 0Bpa3seL, Maccoi U B3BELLEHHYIO B CTakaHe BMECTUMOC-
Tbto 50 cm3, pacTeopstOT B HeGonbLom o6beme 10—15 cmd Boabl Temnepatypoi 35 °C, KONMYecTBEHHO nepe-
HOCAT, NONb3yACb CTEKMNAHHOWN NanoYkon, B MepHyto konby BmectumocTbio 100 cm® co BcTaBNeHHoON B Hee
BOPOHKOW. CTakaH4MK U CTEKNAHHYIO Nanoyky TwaTenbHo o6mblBatoT no 10—15 cM® Boabl Temnepatypoit 35 °C
He MeHee Tpex pas, cCMblBbl 06beANHAIT ¢ pacTBopoM. Konby 3akpbiBatoT Npo6GKOM, BCTPAXUBAKOT HECKONBKO
pas ansa nepemeluMBaHna pactsopa epmeHTa U CTassT B yribTpaTepmocTat Temnepartypoit (35,0 £0,5) °C Ha
10 MuH. Yepe s 4—5 MUH konby BbIHUMALIOT U3 yribTpaTepMocTaTa, coaepXXUMoe Konbbl NepeMelLnBatoT, BCTpS-
X1Bas ee HecCKomNbKo pas U CHOBa NoMeLaloT B ynibTpaTtepmMocTar. INo ncrevyeHunm 10 MuH konby ¢ pacTBopom
KOHTpOnNbHOro obpasua cblvyXXHOro hepMeHTa BbIHUMaIOT U3 TepMocTaTa 1 oxraxaatoT nog cTpyei NnpoToy-
HOW BOAbI B Te4eHMe He MeHee 10 MWH, Npy 3TOM TeMnepaTypy pacTBopa ycTaHaBnuMeatoT paBHoi (20 £1) °C.
Mony4eHHbIA pacTBOP KOHTPOMbHOIO obpasua Cbluy>KHOro epmeHTa AOBOASAT A0 METKU BOAOK, 3aTeM nepe-
NMBAKOT B NMOCKOAOHHYH KONGY BMECTUMOCTbI0 250 cM3 1 TLaTelbHO NepemellnBaloT.

8.5.3.4 lMpuroToBneHue pacTsopa UCMbLITYEMOro npenapara

OTtsewwmBatoT B ctakaH 1,000 r ucnbityemoro npenaparta. Janee noctynatoT cornacHo 8.5.3.3.

8.5.4 MNpoBegeHue uzmepeHUn

8.5.4.1 VamepeHne NpodormKUTENbHOCTU CBEPThIBAHWA MOMOYHOro cybctparta, NpuroToBIEHHOTO Mo
8.5.3.2, pacTBopamu KOHTponbHoro o6pasua cblvyxHoro epmeHTa no 8.5.3.3 M ucnbITyemoro npenapaTta npo-
BOAAT B ABYX NaparnneribHbIX ornpeaeneHusx.

8.5.4.2 B aBacTakaHaBmecTUMocTbio 100 cm3 ¢ noMeLLLeHH bIMU B HAX CTEKMSIHHBIMM NariouKamMmm BHOCAT
no 50 cm3 pacTBOpa MOJIOYHOro cybeTpaTa, NpMroToBneHHoro no 8.5.3.2. CTakaHbl NoMellatoT B yribTpaTtep-
moctaT TemnepaTypoin (35,0 £ 0,5) °C n ocTtasnstoT B ynbTpaTtepmocTtate Ha 10—15 mMuH. MNpu 3ToMm ypoBeHb
BoAbl B 6aHe TepMocTaTa He JoMkKeH BbITb HMKe YPOBHS MONOYHOIo cybcTpaTta B cTakaHax.

8.5.4.3 B pBacTakaHac pacTBOPOM MOMOYHOro cybcTpaTta, Haxoasilmxcsl B yNbTpaTtepmMocTarte, BHOCAT
no 0,5 cm3 pacTBopa KoHTponbHOroe o6pasLa ChlivyXKHOro hepMeHTa, NpUroToBneHHoro no 8.5.3.3. OaHoBspe-
MEHHO € Ha4yanoM BHeCeHUs pacTBopa KOHTPONbHOro o6pasLia Cblvy>KHOro chepMeHTa BKIHOYakT ceKyHAOMED.
Copepx1moe CTakaHOB TLiaTeNbHO NepeMeLlnBatoT CTEKNAHHBIMY NanoyvkaMu B TeveHme 3—5 c.

Mocne nepemellBaHUA NEPUOONYECKN C UHTEPBANIOM B 1—2 C CTEKMSAHHOW NanoYKon OCTOPOXHO HaHO-
CAT pacTBOP MOMOYHOro cybecTpaTa Ha cTeHkU cTakaHa. HabnogatoT 3a nosisneHueM xnonses. Mpu nosiBneHun
XIOMbEeB B CTEKAIOLLIEM CII0e pacTBOpa MOMOYHOro cybecTpaTta hUKCUPYIOT BpeMsi X 0b6pasoBaHus.

MpoaonKUTENLHOCTL CBEPTLIBAHUS MOMOYHOrO CyBCTpaTa OTCYMTLIBAKOT C MOMEHTA BHECEHUS PacTBO-
pa KOHTPONLHOro obpasLia ChlvyXHOro hepMeHTa 40 MOMEHTa NOSBNEHUS XITOMNbEB.

3a okoH4YaTerbHbIN pesyrbTaT U3MepeHust NpuHUMaloT cpedHeapudmeTUdeckoe ABYX NapannenbHbIX
onpeaeneHni, 4onyckaeMmoe pacxoxgeHue Mexay KoTopbIMU He OSKHO NpeBbIlwaTh 6 ¢. B npoTnBHOM cryyae
aHanun3 NoBTOpPSIOT.

8.5.4.4 VNamepeHne NpodomMKUTENBHOCTN CBEPTHIBAHUS pacTBopa MOJMIOYHOTro cybeTpaTa pacTBOpPOM
WUCNbITYeMOro npenapaTa NnpoBoAsT aHanornyHo 8.5.4.2 1 8.5.4.3.

[onyckaemoe pacxoxaeHne Mexay napannenbHbiMn U3MepeHnsaMAU NPOLAOIPKUTENbHOCT CBepThIBa-
HWSA MosfiovHoro cybeTpaTta — 10 ¢.

Ecnn 3HauyeHns NpoJosmKMTeNbHOCTU CBepThIBaHMS MofodHoro cybetpata (cm. 8.5.4.2) pactBopamu
ucnblTyemoro npenapara (cm. 8.5.4.4) U KOHTponbHOro obpasua cblvyxHoro oepmeHTa (cM. 8.5.4.3) pasnuua-
toTcsi Gonee Yem Ha 40 ¢, TO CKOPPEKTMPOBaHHY0 Maccy HaBeCK/ UCTbITYeMoro npenapata ms, I, paccunTbiBa-
10T No chopmMyne
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rAe m, — Macca HavarnbHo HaBECKN UCTbITYeMoro npenapara, r;
f; — NPOACIKNTENBHOCTL CBEPThIBAHMA MOMIOYHOro cybcTpaTa pacTBOPOM MCTLITYEMOro npenapara ¢
HaBeckon my, c;
t, — NPOAOIIKNTENBHOCTL CBEPThIBAHMA MOMOYHOro cybecTpaTa pacTBOPOM KOHTPOSbHOro obpasta Chbl-
YYXKHOTO (hepMeHTa, C.
Janee npoBoaaT U3MepeH/e NpOAOIKUTENbHOCTA CBEPTLIBAHUA MOMOYHOro cybcTpaTa pacTBOpoMm
NCnbITYyemMoro npernapaTa ¢ yTOYHEHHON Maccol HaBECKMU.
8.5.5 O6paboTka pe3ynbTaToB U3MepeHUn
O6LLyt0 MOMNOKOCBEPTHIBAOLLYIO aKTUBHOCTL MCMBITYeMOro npenapataA,, Bycn. ea./r, paccunThIBaloT Mo
dopmyne
A, ~Mmit A , (2)
mits
rae m, — Macca HaBeCK/ KOHTPOJIbHOrC 0BpasLia CbluyXHOro pepMeHTa, r;
t, — NPOAOIHKUTENILHOCTL CBEPTHIBAHWA MOMOYHOro cy6eTpaTta pacTBOPOM KOHTPOSbHOro obpasua cbl-
YYyXXHOro hepMeHTa, C;
A, — obLasa MoNoKocBepThIBaKoLLasA aKTUBHOCTL KOHTPOTbHOr0 06pasLia chivyXHoro epMeHTa, ykasaH-
Hasi B cBUAeTenbCTBE, yen. ea.fr;
m, — Macca CKOPPeKTUPOBaHHOW HaBECKM UCTLITYeMOoro npenapara, r;
f; — NPOACIKNTENBHOCTL CBEPThLIBAHUA MOMOYHOro cyBeTpaTta pacTBOPOM UCTLITYeMOro npenapara, ¢.
3a oKoHYaTenbHbIN pe3ynbTaT U3MepPeHnin 0bLLein MONOKOCBepPThLIBaOLWEN akTMBHOCTI Npenapara npu-
HUMaIOT cpefHeapudMeTUIeckoe ABYX NapasnesbHbiX onpeaeneHinii Ay 1 A, .,, BbIMOMHEHHBIX B YCIOBUAX
MOBTOPSAEMOCTM, ECN BLINOMNHAETCS YCNOBME NPUEMIEMOCTH:

|A1;1 _A1;2| < (3)

rae r — npegen NnoBTOPAEMOCTY ANA YPOBHA BepoaTHocTM P = 0,95, npuBeaeHHbIV B Tabnuue 3.

ABCOMNIOTHOE 3HaYeHne pasHOCTU MeXIy pesyrkTataMu ABYX U3MepeHuUin A, .5 U A,.,, BLINOMHEHHBIX B
YCNOBUAX BOCMPOU3BOAMMOCTU, He AOMKHO MpeBbIlaTh npeaena BOCNPON3BOAUMOCTW ANsl YPOBHS BEPOSAT-
HocTn P=0,95:

A3 —Aral <R, (4)
roe R — npefen BOCNPOU3BOAMMOCTY, NPUBEAEHHbIN B TaBnuue 3.

Tabnuuya 3

MokasaTtenb TOYHOCTH
n

AunanasoH Mpenen penen (rpaHuubl abconoTHOM

HaumeHoBaHWe nokasaTtens N NOBTOPAEMOCTU 1, | BOCNPOU3BOANUMOCTH R, + A

u3MepeHuit P=005 n=2 P =005 norpewHocTu) + A,

s e P =095
O6wasi  MONOKOCBEPTLIBAIO-
Las akTUBHOCTB, ThicsaY yen. ea./r | Ot 70 go 160 10,0 39,8 28,3

8.5.6 KoHTponb cTabunbHOCTU pe3ynbTaToB U3MepeHUn

KoHTporb kavyecTBa pe3ynbTaTtos UsmepeHuid B nabopatopumn npu peanusawum METOANKU OCYLLLECTBIISI-
toT no FOCT P UCO 5725-6, ncnonb3sysa MeToa KOHTpons cTabunbHOCTU cpegHeKkBaapaTuieckoro (ctaHgapT-
HOro) oTkrnoHeHus nostopaemocTu no FOCT P UCO 5725-6 (nyHkT 6.2.2). MNpoBepky cTabUNLHOCTM ocylle-
CTBAISAIIOT C NPUMEHEHNeM KOHTPOSbHBIX KapT LWyxapTa.

MepnoanyHOCTb KOHTPONS CTabUNBbHOCTU Pe3yNbTaToB U3MEPEHUI perfnaMeHTUpytoT B PykoBoacTBe no
KavecTBy nabopaTopun.

8.6 OnpeaeneHue [oONU MOMIOKOCBEPTHIBAIOLWEN aKTUBHOCTU XMMO3UHa OT 06LLelt MonoKkocBep-
ThiBaloLLe akKTUBHOCTU Npenapara ANA KOHTPOA CblYyXHOro hepMeHTa U Cbivy)XHO-TOBS)XbUX Npena-
paToB

8.6.1 CywHocTb MeTOAa

MeToa ocHOBaH Ha U3MepeHUN NPOAOCIHKUTENbHOCTU CBEPThIBAHUA MONIOYHOrO cybcTpaTa npenapatamu
KOHTPONbHBIX 06pa3sLOB ChIYY)XHOTO hepMeHTa U roBsAXKbEro NencuHa U UCNbITYeMbIM NPenapaToMm npu pasHbIX
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3HayeHuUsIX pH 1 pacyeTe 40NN MOMNOKOCBEPTLIBAIOLLEA aKTUBHOCTU XMMO3MHA OT 06LLEN MOSIOKOCBEPTLIBatO-
LLIeld aKTMBHOCTUW UCTIBITYEMOTO Mpenapara.

8.6.2 CpeactBa U3MEpPEHUA U peaKTUBbI

AHanusaTop xugkocTu noteHumnomeTpudecknin no FTOCT 27987 ¢ norpelwwHocTeio + 0,02 e, pH.

Beckl nabopaTtopHble no FTOCT 24104 cpeaHero knacca TOMHOCTHY C npegesioM Aornyckaemoin abeontoT-
HOW NOrpeLlHOCTN 0OgHOKpaTHOro B3BewwmnsaHns +0,0002 r.

YneTpatepmocTar, obecneunsatolumin nogaepxanve temnepatypsl (35,0 £ 1,0) °C.

MnuTtka anekTpryeckas ¢ perynatopomM mowHocTu Harpesa no FOCT 14919.

XonoannbHuK 6bIToBO anekTpudeckuii no FOCT 26678.

Yacbl MexaHndeckue ¢ curHaneHelmM yeTpoinctsom no FOCT 3145.

CekyHaoomep.

TepmoMeTp XKUAKOCTHbIA cTeknsiHHbIA no FTOCT 28498 ¢ gnanasoHom o1 0 °C go 100 °C u npegernom
Jonyckaemoi norpetwHoctn =1 °C.

BopoHkn B-25-38 XC, B-100-150 XC no TOCT 25336.

Kon6bl mepHble 1 (2)- (100, 1000)- 1(2) noFOCT 1770.

Munetkn 1-1, 2-1(1, 5, 10) no FOCT 29227.

CrakaHbl B-1(50, 100) TXC no FOCT 25336.

Crakanuukun Ans s3sewwmsanusa CH-(34/12, 45/13, 60/14) no TOCT 25336.

UnnuHgpsl 1-(100, 1000) no FOCT 1770.

Manoukn cTeknsaHHblE, LUNAaTeNn MeTanaMyeckne UM NnacTMaccoBsble.

Boga anctunnuposaHHas no FTOCT 6709.

Kucnota conaHaano FOCT 3118, x.u.

KoHTponbHbI 0bpaseL, Cblvy)KHOro ddepMeHTa B COOTBETCTBUM C NpurioxeHnem b.

KoHTponbHbIA 06paseL, roBsi)Kbero nerncuHa B COOTBETCTBUM C NpuUnoxeHnem b.

Cy6cTpaTt MOMOYHbIN.

[onyckaeTcs NpUMeHeHne Apyrinx cpeacTs U3MEPEHUn, PeakTUBOB, N0 KA4eCTBY U METPOSOrM4ecKUM
XapakTepucTnkam He ycTynawLwWwmx nepeymcrieHHbIM Bhllle.,

8.6.3 lMopgrotoBKa K NpoBeAeHUIO U3MepeHUi

8.6.3.1 loaroToBka KUNSMEHON ANCTUNNUPOBAHHON BOAbI

MoaroToska Bogbl — Mo 8.5.3.1.

8.6.3.2 MpuroToBneHne pacTeopa CONAHON KNCMOTLI MONAPHON KoHUeHTpauum ¢ (HCI) = 1,0 mons/am3

PacTBop consHOM KUCNOThI TOTOBSIT B COOTBETCTBUM ¢ TpeboBaHusamn FTOCT 25794 .1.

85 cm® consiHow KUCnoTbl (MoTHOCTLIO 1188 Kr/M3) 0CTOPOXHO NPU NepeMeLLMBaHAN BIIUBAIOT B CTaKaH ¢
npeaBapuUTenbHO NoMeLLeHHbIMK B Hero 500 cM3 BoAbl, 3aTeM cofiepXXMMOe CTakaHa NepeHoCcsT B MepHYHo Korl-
6y BMecTUMOCTbto 1 am3. CTeHKM cTakaHa 0GMbIBaOT BOAOK NATL pas no 10 cM3, CMblBbl 06 LeAUHAIOT C PacTBo-
pom. O6bem pacTBopa B KonGe AOBOAAT BOAOK A0 METKM U TLLATENBHO NEpEMEeLLNBALOT.

PacTBop xpaHAT B TeyeHue 3 mec.

8.6.3.3 MMpurotoBneHne pabounx pacTBOPOB MOSOYHOTO cybcTpaTa

Okono 100 r monouHoro cybeTpaTta HeGoMbLIMMA NOPLUSMU BHOCAT B CTakaH BMECTUMOCTbIO 1 am3 ¢
750 cm® Boabl TeMnepaTtypoii (35 + 1) °C npu HenpepbiBHOM NepeMeLIMBaHUM CTEKIISIHHOM NanovKoi 40 NonHo-
ro cMavvMBaHuA MonoYHoro cybctpara.

M pwmeyaHun e — TouHas HaBecka yka3aHa B [JOKYyMEHTE, YOCTOBEPSIIOLLEM Ka4eCTBO U 6e30NacHOCTb UCOTb-
3yemMol NapTMmM MONOYHOTo cybcTparta v Ha STUKETKE NakeTa ¢ MOMNOYHbIM CybGcTpaTom.

Yepes 10—15 MUH HepacTBOPUBLLMECS KOMOYKU MOJIOYHOTrO CybCcTpaTta pacTupaloT Nno cTeHKaMm cTakaHa
NNacTMaccoBOW NTOXEYKOWN A0 MOSTHOro X pacTBopeHusl. MNMonyyeHHyo cMmecb NepeHocsT B MepHYyto konby ¢
npuTtepToin Npobkoi BMecTUMocTbio 1 Am3. CTakaH, CTEKNAHHYHO NasioyuKy U Noxedky 06MbIBaOT TpUXAbI N0
40—50 cm?3 Boabl. CMbIBbI 06bEAUHSIIOT C COAEPXKMUMBIM MepHOoit konbbl. Konby sakpblBaloT NpUTepToin Npo6-
KOR, cogepXXnumoe TlaTesbHO NepeMeLLImnBaloT U oxnaxaaroT Ao Temnepatypbl (16+1) °C nog cTpyei npoTou-
Hol Boabl. B cnyyae HEBO3MOXHOCTU OXNaXXAeHWUS NPOTOYHON BOAOW KONBY C MOMOYHBbIM cy6CcTpaToM nomeLla-
0T B MOPO3UNbHYIO KaMepy 1 vepes kaxxgble 10—15 MuH cogepxumoe konbbl nepeMeLLnBaoT 40 AOCTUKEHUA
yKasaHHOW Bblle TemnepaTypbl.

B kon6y no6aBnsoT pacTBOP XNIOPUCTOTO KarbLIMs U3 KOMIIIEKTa Moro4vHoro cybetpaTta. O6bem pactso-
pa cybcTpaTa AOBOASAT BOAOW A0 MeTKU. PacTBop MonoyHoro cybeTpaTta nepemMeLumMBaioT U BblAepXUBaoT B
xonoauneHuke npu temnepatype (5 + 1) °C B TeuyeHne 19—20 4. Mony4veHHbIA TakuM 0bpazom pacTBOpP MOMOY-
Horo cybcTpaTa UCNonb3yHoT B TeYeHNe CyTOK.

PacTBop XnopucToro kanbLms NOCTaBnsAoT C KoM napTuen MonoyHoro cybetpara. KonuiecTtso xo-
pucToro kanbums, gobaBnsemoe B pacTBOP MOMIOYHOro cybeTpaTta, yKasblBaloT B UHCTPYKLUK NO NPUroToBne-
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HUIO MornoyHoro cybeTpata. Mepea aobGaBfeHMeM pacTBopa XIOPUCTOrO KarbUMs B pacTBOP MOJSIOYHOrO
cybcTpata nUMeTKy ¢ BHeLHel CTopoHbl HeoBXxoauMo OCBOGOXKAATb OT Kanenek XMOpUCTOro KanbLuvs
chunbTpoBansHon 6ymaroii. 3aTem pacTBop MoIoUHOro cybeTpaTta pasaensitoT Ha ABe YacTu, onpeaensiioT pH
KaX[Jow YacTu v HernocpeACcTBEHHO Nepe npoBeaeHUeM usMepeHnii 4oBoasaT 3HaueHus ux pH o (6,50 £ 0,05)
n (5,50 +0,05).

PacTsopbl MonoyHoro cy6etpara ¢ 3aaaHHbIM 3HaueHneM pH UConb3ytoT B TeUeHUe CyTOK.

8.6.3.4 TMpuroTosneHne pacTBOPOB UCTEITYEMOTO Npenapara, KOHTPOMLHOro 0bpasLia cbluyXHOro dep-
MeHTa 1 KOHTPObHOro obpasLia roBsikbero nencuHa

OTBelwmBaroT B cTakaHuunkax no 0,50 r ncnelTyemoro npenapara, KOHTPOSIbHbLIX 06pPa3LOB ChIYYXXHOMO
hepMeHTa 1 ToBSDKLErO NencuHa.

Kaxayro Hasecky pacteopsitoT B 10—15 cm® Boabl TeMnepatypoit (35 + 1) °C. PacTBopbl NepeHocAT B
MepHble Kon6bl BMeCTUMOCTbIo 100 cm3. CTakaHumMkM Tpuxasl o6MbiBaoT 10—15 cm® Boabl TemnepaTypoi
(35 = 1) °C. CMbIBbI 06bEANHAIOT C pacTBOPaMu. PacTBOpbI TWaTeNbHO NepeMeLLmBatoT, MoOMeLLatoT B ybTpa-
TepmocTart v BelaepxxusatoT npu TemnepaTtype (35+ 1) °C B TeyeHne 10 MuH, nepuogudeckn nepemerunsas. Mo
NCcTeYeHUN ykazaHHOro BpeMeHW pacTBopbl oxiaxaatot o Temnepatypbl (20 £ 1) C, 06bem 4oBoAAT 40 METKN
BOAOW U NnepemeLunBatoT. [lanee pactBopbl pepMeHTHbIX NpenapaToB NepeHOCsT B KOHNYecKne konbbl BMec-
TMMOCTbio 100 cmB,

8.6.4 BbinonHeHue usmepeHuin

8.6.4.1 BlUecTb CTakaHOB BMECTUMOCTbO 50 cm3 ¢ moMeLeHHbIMU B HUX CTEKMAHHBIMU Nanovkamy BHO-
csiT no 50 cm3 pacTBopa MoroyHoro cybetpata ¢ pH (6,50 +0,05), koTopble MTOMELLAIOT B yNibTpaTepMocTaT nNpu
TemnepaType (35+1) °C uBbigepxusatoT nx B TeyeHre 10—15 MUH OO OOCTMKEHUS] TeMmnepaTypbl B CMecu
(35+1)°C.TpnaTOM ypoBeHb BOAbI B yNbTparepmocTaTte A0MKeH ObITb He HUbKe YPOBHSI MOMIOYHOro cybecTpaTa
B CTakaHax.

8.6.4.2 B gBa crakaHa c pacTBOPOM MOJIOYHOro cybcTpara, noMeLleHHbIX B cooTBeTCcTBUM € 8.6.4.1 B
ynbTpaTepMocTaT, BHOCAT € UHTepBanoM 1 MuH no 1 cMm® pacteBopa KOHTPOMbHOrO o6pasua chiuyXkHoro gep-
MeHTa, npuroTosneHHoro no 8.6.3.4. MNocne BHeceHWs pacTBopa KOHTPObHOro obpasLia cbivyXXHOro hepmeH-
Ta BKIIHOYAlOT CEKYHAOMED, COAEPXKMMOe CTakaHOB TLaTerbHO nepemMellmBsaoT B TeueHue 3—5 c.

8.6.4.3 Tlocne nepeMelunBaHUs NEPUOANYECKM C UHTEPBANOM B 1—2 C CTEKISIHHOM Naro4kon 0CTOPOX-
HO HaHOCAT pacTBOP MOSIOMHOro cybcTpaTta Ha CTeHKU cTakaHa. MNpu NosIBNeHnM XIonbes B cTeKaloLeM crnoe
MOMoYHOro cybcTpaTa huKkeMpyoT BpeMs nx obpasoBaHus. MpogomkuTenbHOCTL CBePThIBAHWUA OTCHUTLIBAOT
C MOMEHTa BHECEHWSA KOHTPOSbHOTo 06pasLia Chlvy>XHOro depMeHTa 40 NOSIBMEHNS XSONbEB.

8.6.4.4 VamepeHne npoAoNKUTENBHOCTU CBepThiBAHWA pacTBopa MofovHoro cyberpata ¢
pH (6,50 + 0,05) nog AeACTBMEM KOHTPOMbHOrO 0BpasLia roBsiKbero NencuHa U UcnbITyeMoro npenapara npo-
BOOAT B cooTBeTCTBUN C 8.6.4.218.6.4.3.

8.6.4.5 VMamepeHne NpodomKUTeNbHOCTU CBEPTBIBAHWUS pacTeopa MonoyHoro cybetpata ¢ pH (5,50 +
£ 0,05) noa aefcTBMEM KOHTPOIBbHBLIX 06pas3LOoB ChlYyXHOTo hepMeHTa, roBsXKbEro NencuHa U UCnbITyeMoro
npenapaTa npoBoaAT B cOOTBETCTBNN € 8.6.4.1—8.6.4.3. [Mpn 3TOM BHOCUMBbIN 06 beM Kaxaoro pacTsopa aor-
XeH cocTasnaTh 0,5 cms.

8.6.5 O6paboTka pe3ynbTaToB U3MEPEHUI

8.6.5.1 [onto MONOKOCBePThIBaOLLEN aKTUBHOCTU XMMO3MHA OT 06LLE N MOMOKOCBEPThIBAIOLLE akTUB-
HOCTM B UcnbITyeMoM Npenaparte Dy, %, paccunTblBatoT no dhopmyne

K -K.
D= Dz_K1 K2 (D, = Dy), (5)

rae D, — ponsiMonokocBepThIBatoLLeN aKTMBHOCTU XMMO3Ha 0T 06LLel MOSIoKOCBEPThIBAIOLLEN aKTUBHOCTM
B KOHTpONbHOM 06pasLie chivyxHoro coepMeHTa, NpuBedeHHas B cBuaeTenscTee, %;
K, — oTHoLLeHWe NPoAoKUTENIbHOCTEN CBEPTLIBAHUA pacTBOPOB MonoYHoro cybeTpatapH (6,50+ 0,05)
1 (5,50 £ 0,05) cOOTBETCTBEHHO NOA AEACTBUEM UCTLITYEMOrO Npenapara;
K, — oTHoLLeHWe NpoJoMK1TebHOCTe CBePTLIBAHWA PACcTBOPOB MoslodYHoro cy6eTpata pH (6,50 + 0,05)
1 (5,50 £ 0,05) cOOTBETCTBEHHO MO AeACTBUEM KOHTPOMNBHOrO 06pasLia Cblvy>XHOro hepMeHTa;
K, — oTHoLeHVe NpoJoMKUTENbHOCTEN CBePTLIBAHNSA pacTBOPOB MosIoYHoro cybeTpaTa pH (6,50 + 0,05)
1 (5,50 £ 0,05) cOOTBETCTBEHHO MO AeMCTBUEM KOHTPOMNBHOro 06pasLia roBsXbero nerncuHa;
D, — ponsiMomnokocBepTbIBaloLLe aKTUBHOCTU XMO3WHa OT 06LLe MOMoKocBepThIBaIOLLEN aKTUBHOCTU
B KOHTPOSIbHOM 0Dpa3sLie roBsXKbero nerncuHa, NnpusegeHHas B cengetenscrae, %.
8.6.5.2 BbluMcneHue Aonn MONOKOCBEPThIBAOLLIE aKTUBHOCTU XMMO3MHa OT o6LLIEA MONOKOCBEPTLIBA-
oL e aKTUBHOCTM B NpenapaTe NPOBOAAT 4O BTOPOro AeCSATUYHOro 3Haka ¢ nocrneayowum okpyrieHmem o
nepBOro 3Haka rnocre 3ansaToin.

13



roCT P 52688—2006

3a oKoHYaTenbHbIA pe3ynbTaT U3MepeHUd 40N MOSOKOCBEPTLIBAOWEA aKTUBHOCTU XUMO3MHA OT
o6Lell MONOKOCBEPTHIBaIOLLIE aKTUBHOCTM UCTILITYEMOro npenapaTta NPUHUMateT cpeaHeapudgMeTudeckoe
ABYX NapasnsiesibHbix onpeaeneHnin Dy ., u D, ., BbINONTHEHHBIX B YCIOBUAAX NOBTOPAEMOCTY, €CIU BLINONHAETCS
YCoBWE NPUemMnemMocTu:

ID4;4 — Dyl <1, )

rae r— npegen noBTOPSIEMOCTU Ans YPOBHS BeposiTHocTU P = 0,95, npuBeaeHHbIN B Tabnuue 4.

ABcontoTHOe 3HaueHWe pasHOCTU MexXay pesynbTaTamu ABYX Usmepenuit Dy, u D, ,, BbIMOMHEHHBIX B
YCINOBUSIX BOCMIPON3BOAMMOCTH, He AOSDKHO NpeBblllaTh Npegena BOCNpPoM3BOANUMOCTA ANl YPOBHA BEPOSAT-
HocTn P=0,95:

D13 — Dyl < R, 7
rae R — npegen BOCNpOUM3BOAMMOCTU, NPUBEAEHHbIN B Tabnuue 4.

Tabnuuya4d
B npoueHTax
Mpenen Mpenen Mokasarenb TOHHOCTI/!
[AvanasoH (rpaHnubl a6CoNOTHOM
HaumeHoBaHue nokasarensi . NOBTOPSIEMOCTH 1, | BOCNPOU3BOAUMOCTU R,
namepeHuin NOrPeLLHOCTU) + A,
P =0,95n=2 P=0,95 _
P=0,95
[ons MonokocBepTbiBalOLWEN
aKTMBHOCTU XxuMo3uHa oT obwen | Ot 30,0 go 50,0 7.4 15,4 12,7
MOJTOKOCBEPTbIBAIOLLEN aKTuB-
HOCTU Npenapara Bonee 50,0 10,8 30,1 26,2

8.6.6 KoHTponb cTabunbHOCTU pe3ynbTaToB MU3MEpPEeHUin

KoHTponb kayecTBa pe3ynbTaToB U3MepeHuil B nabopaTopum npun peanusaummn MeToaukn oCyLLecTBIA-
0T B COOTBETCTBMU € 8.5.6.

8.7 OnpeaeneHue o6wen MONoOKoCcBepThIBaloLWE akTUBHOCTU Npenapara 1 A0NU MONIoOKoCBep-
ThiBaKLLe aKTUBHOCTU XMMO3UHa OT 06LLied MONTIOKOCBEpPTLIBaIoLLe aKTUBHOCTU Npenapara ¢ npumMe-
HeHUeM aBTOMaTU3NPOBaHHOMW YCTAHOBKU (CM. pUCyHOK 1)

MeToa npuMeHsitoT NPy BO3HUKHOBEHUW pasHOrNacui mexay npeanpusaTueM-usrotoBuTenemM nnotpebu-
Tenem.

8.7.1 CywHocTb MeTOAa

M3amepeHune obLein MonokocBepThIBaoLWEen akTUBHOCTU NpenapaTta OCHOBaHO Ha CpaBHEHUN BPEMEHU
OOCTUXEHNSA MakcUMarbHOM CKOPOCTU pocTa ONTUYECKOW NNOTHOCTU MOJIOYHOro cybeTpaTa nog AeAcTBUEM
McnbITYyeMoro npenapara u KOHTPOobHOre o6pasua cblvyXXHoro hepMeHTa U pacyeTe 06LIel MONOKOCBEPThI-
BaloLLel aKTUBHOCTM C UCMOJb30BaHNEM KOMNLIOTEPHON NPOrpamMmmMbl.

M3mepeHne Oonn MOMOKOCBEPTLIBAKOLWEN aKTUBHOCTU XMMO3WHA OT obLleld MOMNoKOCBEepThIBakoLLen
aKTMBHOCTM OCHOBaHO Ha OLLeHKEe BPEMEH U AOCTMKEHUA MaKCUMarbHBIX CKOPOCTEN pocTa ONTUYECKON MIToT-
HOCTI MOJIOYHbIX Cy6CTPaTOR NPU pasHblX 3HaveHUsAxX pH nog AecTBUEM KOHTPOSIbHOrO 006pasLa Chi4yXXHOro
depmeHTa, KOHTPONBHOro obpasLia roBsKbero NencuHa u UCNBITyemoro npenapaTta v pac4eTe 4O MOJIOKOC-
BepTbIBaOLLEN aKTUBHOCTN XUMO3MHA C MCMOMb30BAHUEM KOMNBIOTEPHOWM MPOrpaMMbl.

8.7.2 CpeactBa U3MEpPEHUN U peaKkTUBbI

AHanusaTop xuakocTu noteHunomeTpuydecknin no FOCT 27987 ¢ norpelwuHocTtbio +0,02 ea. pH.

BaHs BogsiHasi, obecneunBatoLas nogaepxkaHue temnepatypol oT 16 °C go 50 °C ¢ norpelHocTbio
+1°C.

Becbl nabopatopHbie no FTOCT 24104 cpegHero knacca TOMHOCTM C NpeAenoM Aonyckaemoin abconioT-
HO NOrPeLLIHOCTM OHOKpaTHOro B3BeluMBaHna He 6onee +0,0002 .

YcTaHoBKa A4ns onpegeneHus obLuein MonokocBepThIBaOLWEen akTMBHOCTU Npenapara u 0N MOroKoc-
BePTbIBAOLLEN aKTUBHOCTU XMMO3MHa OT 06LLEel MOMOKOCBEPTEIBaOLEH akTMBHOCTM NpenapaTa B COOTBeT-
CTBWM C PUCYHKOM 1 1 YKOMMNIIEKTOBaHHAS:

- (bOTOMETPOM AMIA UIMEePEHUSA ONTUYECKOW MAOTHOCTU MPU A = (450 £ 10) HM, UMEIOLLIMM NIMHEAHYIO LLIKa-
ny ONTUYECKMX NNOTHOCTEN B AManasoHe oT 0 Ao 2,0 D ¢ oTkNoHeHnem oT nuHenHocTu He 6onee 0,5 % Bcen
Wwkanel, unudpoBon BbIXoA (He MeHee NSATU Lnudp), CKOPOCTb nepeaayn nHpopmMmauumn He meHee 9600 bod
(uHTepdeic RS 232) Tuna ECOM-F 6124, Eppendorf;
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- MPOTOYHON TepPMOCTaTUPYEMO KIOBETOW ANMHOM onTudeckoro nytu (1,00 +0,10) cm 1 TemnepaTypoin
TepmocTaTtupoBaHusa (37,0 £0,2) °C;

- MporpamMmpyembliM BOCbMUKaHarbHbIM ABYXLUMPULIEBEIM 03aTOPOM peareHToB, o6ecnevmsaowmm
CcMellieHWe pacTBOPOB NpenapaTa U MoNoYHoro cybctpara B oToke B cooTHoLeHun 5:1 npu pH 6,50 1 B cooT-
HoweHun 1:19 npu pH 5,60 ¢ norpeluHocTbio No 06beMy He 6onee + 1 % 1 nogady cMecu B NPOTOYHYHO TePMOC-
Tatupyemyto kioBeTy Tuna Microlab OEM Hamilton ¢ oBymst 03upyrOWMMM LWINPULAMA BMECTUMOCTbIO 5 M3 1
NMOBOPOTHBLIMU KIlanaHamu;

- cMecuTensiMu;

- coeAVHUTENbHbIMU TMBKUMM LWTaHraMKn U3 UHEPTHOTo MaTepuarna (TednoHa);

- KOMMbloTepoM, obecneunBalloLUM HaKoMeHWe U MaTeMaTUdeckyro 0bpaboTky hoToOMeTpUYEcKnX
AaHHLIX, YyNpaBneHve [03aTopoM peareHToB, oTBevawwmuM cnegyowmm TpeboBaHusam: O3Y — He meHee
32 M6aiT; BUOEOMOHUTOP — C TEXHWYECKUMU XapaKTepucTukamn He Hwke, yem SVGA; npoueccop Intel
Pentium 100 MI"y; napannensHbiv nopt Tuna LPT; aBanocneposatensHeix COMnopta (ctaHaapTRS-232C);

- nporpammMoi, obecneynsaiolliel BbIMOSIHEHNE U3MEPUTENbHO-BLIYUCIIMTENBHOMO LUKNA, OYHKUMO-
HanbHble TpeboBaHUSA K KOTOPOA U3NOXEHbI B MPUNoXeHun b.

7 8 14 15 9

R "=

I

[ -1 /

/
5 4 7.

1 — UCTOYHUK CBeTa; 2 — TepMOKioBeTa; 3 — poTomeTp; 4 — nHTepdelic; 5 — komnbloTep; 6 — ABYXLINPULLEBOI fo3aTop: A — ans
pacTeopoB hepmMeHTOB, 5 — Ans pacTBOPOB MONOYHOTO cybeTpaTa; 7, 8 — NoBOpOTHbIe KanaHbl; 9 — cmecuTens; 10 —13 — pacr-
BOpbI hepmeHTOB; 74 — pacTeop MonovHoro cy6etpara Ne 1; 75 — pactBop monovHoro cy6erpaTa Ne 2

i

PucyHok 1 — YcTaHoBka ans onpegenerns obwein MonokocBepThIBaOLLEN aKTUBHOCTW NpenapaTos

Kon6bl MepHble 2-50(100, 500, 1000, 2000)-2 no FOCT 1770.
Kon6bl M-1-250(500, 1000, 2000)-24/29 TC ¢ npo6kamu no FOCT 25336.

MuneTTep BMecTumocTbio 1000 MukponuTpos (1 cm3) norpelHocTbo Ao3npoBaHusa He 6onee 0,6 % no
o6vemy (cbrpmel Eppendorf).

MuneTku c ogHon oTmeTkom 2-2-(20, 50)-2 no TOCT 29169.

MuneTku rpagynposaHHele 1-1(2)-1-10(25) no FTOCT 29227.

LunuHapsbl 1(2)-250(500, 1000, 2000)-1 no FOCT 1770.

CrakaHunkn ansa sa3selumsaHma CB-14/8 noFOCT 25336.

Boponkn B-56-80, B-100-150 XC no FOCT 25336.

TepMoMeTP KNOKOCTHbIN CTEKNAHHBIA AanasoHoM namepeHus ot 0 °C go 100 °C v npeaenom gonyckae-
Mol norpewHocTn =1 °C no FTOCT 28498.
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Mocyaa nabopatopHas U3 TEMHOro cTeksa ¢ npobkamu Unu KpbiLukamn BmectuMocTbio 100, 500, 1000 n
2000 cm3.

Wkadp cylumnbHbI anekTpudeckuid, nogaepxusarowmnin Temnepatypy ot 0 °C go 200 °C ¢ norpewHocTbio
+2°C.

Yacbl MexaHu4eckue ¢ curHanbHbiM ycTponctsom no MOCT 3145.

Mewanka MarHuTHas.

Okeukatop 1-290 no OCT 25336.

Bopaa auctunnupoaHHas no FOCT 6709.

HaTpus ruapookuck no rocT 4328.

HaTpui ykcycHokucnbii 3-oaHbln no FOCT 199, x.u.

Kanbuuia xnopucteiii no FOCT 450.

Kucnota ykcycHas negaHasa no FOCT 61, x.u.

CnupT 3TUNOBLIN pekTUdUKOBaHHbIA TexHU4Yecknii no FOCT 18300.

Monoko cyxoe obeszxupenHoe no FTOCT 10970.

KoHTponbHbIA 06paseL, Cbl4y>KHOro hepMeHTa B COOTBETCTBUM C MPUIIOXKEHUEM A.

KoHTponbHEIM 06pasel, roBsXXbero nercuHa B COOTBETCTBUN C NPUIOXKeHUEM A.

[onyckaeTcs NpUMeHeHne Apyrinx cpeacTs UsMepeHnin, peakTMBOB, NO KAa4YeCTBY U METPONOrM4eckum
XapakTepuUcThKaMm He yCTynarLwmx nepeymcrieHHbIM Bbilue.

8.7.3 MNoparoToBka K BbINOJTHEHUIO U3BMEPEHUN

8.7.3.1 TMoaroToBka KUNSIMEHON ANCTUNNUPOBAHHOW BOAbI

Moparotoska Boabl — no 8.5.3.1.

8.7.3.2 MpuroTosneHne pacTBopa XMNOPUCTOTC KanbUWsA MONApHOW KoHueHTpauum ¢ (CaCly) =
= 2,5 Monb/am3

27,75 r XNOpUCTOro KanbLus, npeBapuUTeNbHO BbICyLLEeHHOro npu temnepaTtype (105+2) °C Ao nocToaH-
HOM Maccel (NoTeps Macchl Mexdy nocrnefosaTebHbIMU B3BELUMBAHUAMK He AoSbkHa npesbiwats 0,001 r),
nepeHocAT B MepHYto konby BMecTUMOCTbH 100 cM3 M pacTBOpSIOT B HeGOSBLLLOM KonuyecTBe BoAbl. floBoaaTt
0b6bem pacTBopa BoAoN 40 METKU 1 NepemeLLnBatoT.

PacTBOp XpaHsT B nocyae U3 TeMHOro CTekna B XonoaunbHuke npy Temnepatype ot 3 °C go 7 °C. Cpok
XpaHeHuss — He Bonee 6 Mec. [lonyckaeTcsa XpaHUTb pacTBOP NPU KOMHATHON TeMnepaTtype He 6onee 6 cyT.

8.7.3.3 lpuroToBneHne pactBopa YKCYCHOW KMCMOThbl MoONApHON KoHueHTpauun ¢ (CH,COOH) =
= 0,2 monb/am3

PacTBop yKCYCHOM KUCNOThLI FOTOBAT B COOTBETCTBUM € TpebosaHnamMU TOCT 4919.2.

5,7 cM3 YKCYCHO KACMOThI NepeHOCAT B MePHYHo konby BMecTUMOCTbio 500 cv3 , pacTBopaloT B He6Gorb-
LLIOM KONMYecTBe BoAbl, 4OBOAAT 06beM pacTBopa 40 METKM BOAOW U NepeMeLLmnBaltoT.

8.7.3.4 TpuroToBneHWe pacTBopa YKCYCHOW KUCMOTbl MOMsipHON KoHueHTpauuu ¢ (CH,COOH) =
= 0,12 monb/am?®

6,8 cM3 YKCYCHOW KUCNOThI NePeHOCAT B MePHYI0 KonBy BMecTUMOCTbH0 1000 cm3, pacTeopsitoT B He6oIb-
LLOM KONyecTBe BOAbl, 4OBOAAT 06 beM pacTBopa A0 METKM BOAOW U NepeMeLLmnBaltoT.

PactBopbl, npuroToBneHHsble no 8.7.3.3 1 8.7.3.4, xpaHAT B NocyAe 13 TeMHOro cTekna npyu KoMHaTHON
Temnepatype. Cpok xpaHeHuss — 30 cyT. MNpu HanmumMm B pacTBope NOMYTHEHUS U OCajKa B BuAe XNonbes
pacTBop cneayeT 3aMeHUTb CBEXENPUrOTOBIIEHHBIM.

8.7.3.5 MpuroToBneHne pacTBoOpa YKCYCHOKUCIIOrO HaTpust MOMSAPHOM koHUeHTpaun ¢ (CH,COONa x
x 3H,0) = 0,2 monb/am3

PacTBOp YKCYCHOKUCIIOrO HaTpusi FOTOBAT B COOTBETCTBUM ¢ TpeboBaHusmMmM FTOCT 4919.2.

54,4 r yKCYCHOKUCIIOro HaTpuUsl MOMELLaloT B MepHYo konby BmecTMMocTbio 2000 cm3 , pacTsopsioT B
BOAe, 40BOAAT 06beM pacTBOpa A0 METKM BOAOW, MepeMeLlnBatoT U BblAepXKUBatoT 14 Npyu KOMHaTHOM TeMne-
paType.

8.7.3.6 lpuroToBneHune pactsopa YKCYCHOKACIOro HaTpust MONAPHON KoHueHTpauumn ¢ (CH;COONa x
x 3H,0) = 0,1 monb/gm3

250 cm3 pacTBopa YKCYCHOKUCIIOro HaTpust, NPUroToBneHHoro no 8.7.3.5, BHOCAT B MEPHYHO Konby BMec-
TumocTbio 500 cM?, foBOAAT 06beM pacTBopa A0 MeTKV BOAOK U NepeMeLLnBatoT.

Pactsopsbl, npurotoBnexHble no 8.7.3.5, 8.7.3.6, xpaHAT B repMeTUYHOM Nocyae Npy KOMHaTHON Temne-
paType He Bornee CyToK.

8.7.3.7 lMpuroTtosneHue aLetaTHoro 6ydepHoro pacteopa pH 6,50

B konby c octaslmmucs 1750 cm® pacTBopa yKcycHOKUCTIOro HaTpus no 8.7.3.5 nuneTkol gobasnsioT
20 cm® pacTBOpa YKCYCHOWM KUCMOoThI Mo 8.7.3.3 U NepemellBatoT.

8.7.3.8 lMpuroTtoBneHue aLetaTHoro 6ydepHoro pacteopa pH 5,60

AueTaTHbIn ByhepHblil pacTBOp rOTOBAT B COOTBETCTBUM ¢ TpeGoBaHuaMu FTOCT 4919.2.
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500 cm3 pacTBopa YKCYCHOKUCIIOrO HaTpusi no 8.7.3.6 nomeluatoT B konBy BMecTUMocTbio 1000 cm3,
nuneTkou ao6aensoT 50 cM3 pacTBOpa YKCYCHOW KUCAOTHI Mo 8.7.3.4, 3aKpbiBaloT NPo6KO U NepemelunBaloT.

Cpok xpaHeHus aueTaTHbIX BydepHbix pacTBopoB — He Gonee CyTok B NOcyae U3 TEMHOro CTekna npu
KOMHaTHOM TeMnepaType.

8.7.3.9 lNpuroToBreHne cMecu pacTBOPOB XIOPUCTOrO Kanbuus 1 auetaTHoro 6ycdepa ¢ 06bemMHbIM
cooTHouweHunem CaCl, nCH;COOH, pasHbim 1:1

B MepHyto Konby BMecTUMOCTbio 50 cm3 BHOCAT 25 cM3 pacTBopa XII0pucToro kanbLus no 8.7.3.2, noso-
[OAT pacTBOp A0 MeTku aueTaTHbIM 6ydepHbiM pacTBopoM no 8.7.3.7 U nepemellmnBsatoT.

8.7.3.10 lMpuroToBneHne cMecu pacTBOPOB XNOPUCTOIO KanbLUus u aueTaTHoro 6ydepa ¢ 06beMHbIM
cooTHoweHnem CaCl, n CH;COOH, pasHbim 1:3

B MepHyto konby BMecTUMocTbio 100 cM3 BHOCAT 25 cM3 pacTBopa XNopucToro Kanbumsa no 8.7.3.2, 06b-
eM pacTBopa 4oBOoASAT 0 MeTKU aLeTaTHbIM bydepHbIM pacTBopom no 8.7.3.8 M nepeMelumBaloT.

Cpok xpaHeHus pacTBOPOB, NPUTOTOBNIEHHBIXN0 8.7.3.918.7.3.10, — He 6onee 6 cyT B nocyae n3 TeMHO-
ro cTekna B xonogurbHuUKe npu temnepatype ot 3 °C go 7 °C.

8.7.3.11 MpuroToBneHue pacTeopa Ans pasbasnexusa pH 6,50

1580 cm® auetaTHoro GycdepHoro pacTteopa no 8.7.3.7, noMewaioT B konby BMecTUMocTbio 2000 cm3,
nuneTkoi aobasnaoT 20 cm3 pacTBOpa XJIOPUCTOrO Kanbuma no 8.7.3.2 1 nepemellnsaioT.

CpokxpaHeHusi pacTBopa — He Boree cyTok B NOCyAe U3 TEMHOrO CTeKra Npyu KOMHaTHON TeMnepaType.

8.7.3.12 lMpwurotoBneHve pacTBopa MosiouHoro cy6etpata pH 6,50 (Ne 1, pucyHok 1)

B BoasiHyto GaHwo TeMnepatypoit (35 + 1) °C noMewatoT kondy BMecTUMocCTbio 250 cM3, cofepxkallyto
190 cmB aueTaTHoro 6ycepHoro pactBopano 8.7.3.7. Yepes 5—10 muH B konby BHocAT (1,300+£0,005) r cyxoro
o06ea3xunpeHHoro Monoka. OcTaBnsaloT pacTBop Monoka Ans HabyxaHua (20 + 2) MuH B BoAsiHON 6aHe. 3aTem
nepeMeLL1BatoT PacTBOP MOSIOKa Ha MarHATHOW MeLuarnke 1 BHOBb BblAepPXXUBatOT ero B BoASHON 6aHe 5 MuH.
Mocne aToro B Konby Npy HenpepbIBHOM NepemMelunBaHuM pacTBopa MOMoKa Ha MarHUTHOW Meluarke BHO-
caT (10,0 £ 0,1) cM3 cMecu pacTBOPOB XJIOPUCTOTO KanbLmMa 1 aLetaTHoro Gydgepa no 8.7.3.9 co CKopoCTbio
(0,025+ 0,005) cM3/c cnomoLLbio LLNPULIEBOTO Ao3aTopa b ycTaHOBKM (CM. PUCYHOK 1), NpeaHasHauYeHHOro Ans
[A031MPOBaHWSA MONoYHOro cybecTpaTa. 3aTeM konby ¢ MONoYHbIM cy6CTpaToM BhigepkusatoT 15 MUH B BOAAHOM
6aHe 1 14 npy KOMHaTHOW TemMnepaType B TEMHOM MecTe.

8.7.3.13 lMpuroToBneHne pacTeopa mornoyHoro cybctpara pH 5,60 (Ne 2, pucyHok 1)

B BoasaHyto 6aHto TeMnepatypoit (35 + 1) °C nomelatoT konby BmecTumocTbio 500 cM3, coaepskallyro
285 cmB aueTaTHoro 6ydepHoro pacTeopano 8.7.3.8. Yepes 5—10 muH B konby BHocaT (0,300 + 0,005) r cyxo-
ro ob6e3xupeHHoro monoka. OcTaensitoT pacTBOp Moroka A4 HabyxaHus Ha (20 + 2) MuH. 3aTeM nepemeLun-
BalOT pacTBOP Ha MarHUTHOM MeLlarke U BblAepXuBaloT ero B BogsHoi 6aHe 5 muH. MNocne atoro B konby npu
HenpepbIBHOM NepeMeLLBaHNM pacTBoOpa Moroka Ha MarHUTHOW MeLuarnke BHocAT (15,0 + 0,1) cm® cMecu pac-
TBOPOB XJIOPUCTOrO Kanbuua 1 auetatHoro Gycdepa no 8.7.3.10 co ckopocTbio (0,025 + 0,005) cm3/c ¢ no-
MOLLIbHO LUMpULEBOro Ao3aTopa b ycTaHOBKM (CM. pucyHOK 1), npeAHasHa4YeHHOoro Ansi 403UMPOBaHUs MOMOYHO-
ro cybetparta. 3atem konby ¢ MonovHbIM cybcTpaTtom BbigepxusaloT 15 MyuH B BoasiHoW BaHe u 1 4 npu
KOMHaTHOM TemnepaTtype B TEMHOM MecTe.

Cpok XpaHeH1st MOMOYHbIX cybcTpaToB — He Gonee CyToK B repMeTUYHOM nocyae B TEMHOM MecTe Mpu
KOMHaTHOW TeMnepaType.

8.7.3.14 lMpuroToBneHne pacTBopa KOHTPONbLHOro o6pasLa roBskbero nencuHa

Hasecky m, koHTponbHoro obpasua rossbkbero nercuia maccoit (0,300 + 0,001) r nomeLLaloT B MEPHYIO
konBy BMecTUMocCTb0 50 cm3, nobaenaT 15—20 cm® pacTeopa Ans pas6asneHus no 8.7.3.11 1 pacTeopsiioT,
BpaLas konby KpyrosbIMu ABWKEHUSMU U He Aonyckast 00pa3oBaHus NeHbl. [loBoaat o6bem pactsopa A0 MeT-
K1 pacTBOpoM AN pa3basfieHuns 1 TWaTenbHO nepemelumsatot. PacTsop BbiaepxusatoT 15 MUH Npu KOMHaT-
Hol TeMnepaType. 3aTem oTGUpatoT NunNeTTepoM 1 cm3 pacTBopa, NEPEHOCAT B MEPHYIO KONGY BMECTUMOCTLI0
50 cm3, noBOAAT 06 BEM 40 METKU pacTBOPOM Ans pa3GaBneHns U TlaTeNbHO NepeMeLIMBaroT.

MpumeyaHun e — Bpemsa QOCTXEHNS MAKCUMANbHOW CKOPOCTM POCTa ONTUYECKOW NNOTHOCTU pacTBopa Mo-
nouHoro cyberpara f4 (cM. 8.7.3.12) npu HaBecke mq AOIMKHO HAaXxoanTLCS B Npeaenax ot 130 go 200 ¢, B NPOTUBHOM Cry-
Yyae BENUYMHY HaBeCKM yMeHbLuatoT, ecnm 4 < 130 ¢, unu yeenuumneatiort, ecnm &y >200 c.

8.7.3.15 MpuroToBneHune pacTBopa KOHTPOSbHOro 06pasLa cbivyXHoro hepmeHTa
PacTBop KOHTpOMbHOro obpasua CbiuyXHOro hepmeHTa roToBAT aHanorn4Ho TpebosaHuam 8.7.3.14.
Hasecky mg, I, KOHTPOSIbHOTO 06pasLia CbluyXHOTo (hepMeHTa paccunTLIBaOT No dhopmyne

my Ag
A,

rae m, — Macca HaBeCKU KOHTPOJIbHOIro oﬁpasua roBaXXbero nencuHa, r;

(8)

mg=
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A, — 0obLLas MonoKocBepThIBaloLLIaA akTUBHOCTb KOHTPOMBHOTO 06paslia roBsxxbero nencuHa, npuseaeH-
Hasi B CBMAETENbCTBE, YCn. ea.fT;
A, — obLian MOMoKOCBePThIBaLLAs akTMBHOCTb KOHTPOMNLHOTOC 06pasua ChivyxHoro hepmeHTa, npuse-
JeHHan B cBUAeTeNbLCTBe, ycn. eq./r;
8.7.3.16 lMpuroToBneHne cMecu pacTBOPOB KOHTPOJIbHBIX 0BPa3LOB roBSXKLErO NEMCUHA U ChIYY>KHOTO
hepmeHTa ¢ 06bEMHbBIM COOTHOLIEHNEM 1:1
20 cm3 pacTBopa KoHTponbHOro o6pastia nencuHa rosskbero no 8.7.3.14 npunusaiot k 20 cm3 pactsopa
KOHTPOMbHOro obpasLa cbluyxHoro doepmerTa no 8.7.3.15 u nepemMelumsatoT.

MpwnmeuyaHwue— [aHHyio CMECb UCMONb3YIOT AONONHNUTENBHO K PACTBOPAM KOHTPOSbHbLIX 06Pa3LOB ChiHyX-
HOro chepMeHTa U roBsHKbETO NENcKHa, eCriv 3HaueHUA BPeMeEHN O CTWKEHNSA MAKCUMarbHOW CKOPOCTU POCTa ONTUYECKON
NMOTHOCTU pacTBopa MonoyHoro cyberpara (cm. 8.7.3.12) ans pacTBOPOB KOHTPONbHbLIX 06pa3LoB oTnuyatoTes Gonee,
yem Ha 10 %.

3HaveHne HaBeCKu Mg, I, He06XOANMOI ANA pac4eToB, PaCcCUNTLIBAIOT NO hopmyne

my+m
= %‘ 9)
rAe m, — Macca HaBeCKN KOHTPOIILHOro 06pasua roBsHKbLero NencuHa, ;
Mg — Macca HaBeCKu KOHTPONbHOro 06pasua CoivyXHOTo hepmeHTa, r.

6

8.7.3.17 lMpurotoBneHue pacTBOPOB UCMLITYEMbIX MPenapaToB

PacTBopbl MCMLITYEMBIX NpenapaTos HaBeCKOW /1, FOTOBAT aHanoru4Ho 8.7.3.14.

PacTBopbl KOHTPOMbHBIX 06pPa3LOB U UCNBITYEMbIX NPenapaToB rOTOBAT B AeHb UCMILITAHUA U XPaHAT B
repMeTUYHOW Nocyae B TEMHOTE NPU KOMHaTHOW TemnepaType He 6onee 2 u.

8.7.3.18 lMocyay, ncrnonbsyemyto ansa NPUroToBNEeHUA PacTBOPOB KOHTPOSbHbLIX 06Pa3LOB U UCTbITYe-
MbIX MpenapaToB, Nocre MONKM C MOIOLWUMN CPpeACcTBaMM TLATENbHO OMNONackMBalT BHaYae BOAONPOBOA-
HOM, 3aTeM AUCTUNIMPOBAHHOW BOAOW U NPOKanNUBaloT B CYLUMNBLHOM Wkady npu Temnepatype ot 120 °C ao
130 °C B TeyeHune 1u.

8.7.4 BbinonHeHue uaMepeHUn

8.7.4.1 BxniovaoT poTOMETP U LWNPULEBON A03aTop, YCTaHaBMMBAOT AMWHY BOMHbI U3MepeHus
A =450 HM U TemMnepaTypy NPOTO4HON KioBeThl 37 °C.

8.7.4.2 B ycTaHOBKY NOMeLLaT pacTBOPbI MOSIOUHBIX CYOCTPaToB, pacTBOPbI KOHTPOMLHLIX 06pa3LOoB U
pacTBOpP UCMbITYEMOro npenapara 471 AByX napannernbHbiX USMEePEHUIN, COEAMHSIIOT UX LfTaHramMmmn ¢ COoTBET-
CTBYHOLLMMU KaHanamu LWNpULLEBOro Ao3aTopa.

8.7.4.3 3anyckatloT KOMMbIOTEPHYIO NporpammMmy. B cooTBeTCTBMM € 3anpocamu NporpamMmMHOro MHTep-
delica 3agatoT Tpebyemeblii pexnm paboTel. BBoAST MHbOpMaLmio 0 KOHTPOIbHBLIX 06pasLax (3HayeHus obLuein
MOJIOKOCBEPTHIBAOLLE N aKTUBHOCTU, L0 MOJTOKOCBEPTLIBAIOLLE A aKTUBHOCTU XMMO3MHA OT 00LLE MOMOKOC-
BEpPThIBAOLIEN aKTUBHOCTU, Maccy HaBECOK KOHTPOILHBIX 06pasLoB m,, Mg, UX CMECU M) U Macce UCTbITye-
MbIX npenapaTos m,. BBogsar wudp okcrnepumeHTa Ans aBTOMaTUYECKOTO 3aHECEHWUs BBEEeHHOW K
nony4yeHHON B npouecce MaMepeHus nHdopmaumm B 6a3y AaHHBIX U HAYMHAIOT BbINOMHEHUE U3MEPEHUIA.
M3MepeHus BLINOMHAKT Mo NporpaMmme B COOTBETCTBUM € NpunoxeHuem b.

8.7.4.4 Tlocne BbINOMHEHUSA N3MEPEHNIA MPOMBIBAOT LUMNPULbI, KIanaHkl, WaHr, CMecuTesb, KIoBeTy
yCTaHOBKM (CM. prcyHok 1) Bogoi. [1nsi 3Toro Ko BceM kaHanam LUnpuLLeBoro 4o3atopa, KoTopble UCMoMNb30Ba-
nuck B paboTe, ycTaHaBNMBaOT CTakaHYNKA ¢ BOA0W 06 bemMoM 50 cM3 1 BLINOMHSOT NPOMbIBKY B COOTBETCTBUM
C nNporpammoit. 3aTem LWNpuLeBon 403aTop MPOMbIBAOT 3TUIOBbLIM cnMpToM 06beMHon aonei 70 %. Mocne
Yero NpUCTynaroT K crieaytoLwen cepnm n3aMepeHuii.

8.7.5 Ob6paboTka pe3ynbLTaTOB UIMEPEHUN

8.7.5.1 To 3aBeplueHUN BbINONHEHNSA U3MEPEHWIA MonyYatoT cneayolwmne pesynbTatbl AMAs Kaxaoro
UCNBITYeMoro npenapara:

- 06LLYyI0 MOMTOKOCBEPTHIBAIOLLYIO aKTUBHOCTb UCTILITYeMOro rnpenapara A,, yen. eq. /r;

- OOMI0 MOJIOKOCBEPTLIBAIOLWEN akTUBHOCTU XUMO3MHA OT 0bLLell MONTOKOCBEPThIBaOLEN akTUBHOCTU
npenapara Dy, %.

Mopsgok BbIMNOMHEHMA MaTemaTudeckon 06paboTkn AaHHbIX NPOBOAAT B COOTBETCTBUM C NPUIIOXKEe-
Huewm B.

8.7.5.2 3a okoH4YaTenbHbIA pe3ynbTaT onpeaeneHust obLLen MONOKOCBEPTLIBAIOLLEN aKTUBHOCTH npe-
napata npuHuMatoT cpeaHeapidMeTUHecKkoe ABYX napaniefbHbIX onpeaeneHunii Ay U Ay.,, BbINONHEHHbIX B
YCIOBUAX MOBTOPSAEMOCT W, €CMU BbIMONHAETCA YCNOBUE NPUEMINIEMOCTH:

|Agy —Agol <1, (10)
rae r— npeaen noBTopsSieMOCTU AN YPOBHSA BepoaTHoCcTU P = 0,95, npnBeaeHHbI B Tabnuue 5.
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AGconioTHOe 3HaYeHUe pasHOCTU Mexay pesynbTatamu AByX USMEPeHWiA A,.; U A, , BLINOMIHEHHDLIX B
YCMOBUSIX BOCMPON3BOANUMOCTM, HE AOIMKHO NPEBLIWATL Npeaeria BOCMPOU3BOAUMOCTU Afsl YPOBHA BEPOAT-
HocTu P=0,95:

|A4;3—A4;4| <R, (11)
rae R — npeaen BOCNPOU3BOAMMOCTU, NpUBeAEHHbIN B Tabnuue 5.
Tabnuuab
n n Mokasarenb TOYHOCTN
[Ounana3soH penen penen (rpaHuLbl abconioTHON
HaumeHoBaHue nokasatens g NOBTOPSIEMOCTH 1, | BOCNPOM3BOAUMOCTHU R,
namepeHun _ _ _ NOrpPeLLHOCT) + A,
P=095n=2 P=10,95 _
P=0,95
Obwasn MonokoceepTbiIBaOLW AN Ot 50000
aKTMBHOCTb, yCn. ea./r ao 100000 5700 6400 4500
Cg.100000 17200 18800 11700
[Nons  monokocBepTbIBaOLWEN
AKTMBHOCTU XMMO3MHa OT obwen
MOINOKOCBEPTHIBAOWENW aKTMBHOC-
™, % 071 10,0 go 90,0 4,2 7,6 54

8.7.5.3 3aokoHuyaTenbHbIN pesynbTaT onpeaesieHns 40NN MOSIOKOCBEPTLIBaIOLWEN aKTUBHOCTU XMMO3U-
Ha oT o6lileit MONOKOCBepThIBalOWE akTUBHOCTN NpenapaTta NpuMHUMaloT cpeaHeapudMeTudeckoe ABYX
napannensHeix onpeaenerunit Dy, n D,.,, BbINOMHEHHBIX B YCMOBMSX MOBTOPAEMOCTH, €CMW BLINOMNHSAETCA
yCroBue NpuemMnemocTu:

IDg;y — Dyl <11 (12)

rae r— npeaen NoBTOPAEMOCTY ANA YPOBHSA BepOoATHOCTU P = 0,95, npuBeaeHHbIN B Tabnuue 5.

ABCOMOTHOE 3HAa4YeHMe pasHOCTU MexXay pesynbTaTaMu AByX usmepeHwid D ., 1 D,.,, BLINONHEHHbIX B
YCNoBUAX BOCNPOMN3BOAMMOCTHI, He AOJDKHO NpeBbilaTth npegena socnponssoanMocT And ypoBHA BEPOAT-
HocTn P=0,95:

|Dyz — Dyal <R, (13)

rae R — npenen BOCNpou3BoOAUMOCTU, MPUBEAEHHbI B Tabnuue 5.

8.7.6 KoHTponb cTabunbHOCTU pe3ynbTaToB U3MepeHUn

KoHTpornb kayecTBa pe3ynbTaToB U3MepeHuid B nabopaTopun Npun peannsaumum METOOUKM OCYLLIECTBIIS-
0T B COOTBETCTBUN C 8.5.6.

8.8 OnpegeneHne [ONMW MONOKOCBEPTLIBaKLWEN akKTUBHOCTUA FOBSXKbero nencuHa ot obliewn
MOJIOKOCBEpPTbIBaloLLiel akKTUBHOCTU NpenapaTa A5l KOHTPOsi FTOBAXbLEro nencuHa

8.8.1 CywHocTb MeTOOa

MeToa ocHOBaH Ha OLEHKe 40NN MOSNOKOCBEPThIBAOLLENA akTUBHOCTU rOBSXKbEro NencuHa ot obuei
MOJIOKOCBEPTbIBAKOLLIEN aKTUBHOCTU UCMILITYEMOTO MpenapaTa nocne MHrIMonpoBaHUs XMMO3NHa pacTBOPOM
kapBamuaa (MoUYeBUHbI) MOMAPHON KOHLeHTpaumen 5 mons/ame npu pH 2,00 1 Temnepatype 30,0 °C.

8.8.2 CpeacTBa U3MEpPEHUA U peakTUBbI

AHanusaTtop XkungkocTun noteHumomMmeTpudeckunin no FOCT 27987 ¢ norpewHocTbio 0,02 pH.

Becbl nabopatopHile no FOCT 24104 cpegHero knacca TOYHOCTU € NpedenioM Aonyckaemoi abcontoT-
HOW NorpeLLIHoCcT 0AHOKPaTHOro BaelmeaHus +0,0002 .

YnbTpatepMocTart, obecneunsatowmii nogaepxanue temnepatypsl (30,0 £0,5) °C.

XonoannbHWK bbIToBOM anekTpudeckuii no FOCT 26678.

Yacbl MexaHu4eckue ¢ curHansHbim yeTpoinctsom no FOCT 3145.

CekyHaomep.

TepMOMeTP XNAKOCTHBIN cTeknsiHHbIA no TOCT 28498 ¢ guanasoHom ot 0 °C go 100 °C v npegenom
ponyckaemoMn norpewHoctn £ 1 °C.

BopoHkn B-25-38 XC, B-100-150 XC no FOCT 25336.

Kon6bl mepHble 1(2)-(100, 1000) - 1(2) noFOCT 1770.

Munetkn 1-1,2-1(1, 5, 10) no FOCT 29227.

CrakaHbl B-1(50, 100) TXC no FTOCT 25336.

CrakaHuunkun gns sasewmsaHus CH-(34/12, 45/13, 60/14) no FTOCT 25336.
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Linnunape 1-(100, 1000) no FTOCT 1770.

Manoyku cTeKNsiHHbIE, WNaTeu MeTanIMYeckne U nNnacTMaccoBbIe.

Bopa anctunnuposanHas no FOCT 6709.

Kanuin xnopucTolii no FOCT 4234.

Kapbamng no TOCT 6691.

Kncnota conaHaano FOCT 3118, x.u.

Cy6cTpaTt MOMOYHBINA.

HonyckaeTcs NpUMeHeHne Apyrmx CpeacTs USMEpPeHuin, PeakTUBOB, NO KavyecTBY U MEeTPOSIorMi4eckum
XapakTepuUcThkaM He yCTynarowmx nepeyncneHHbIM Bhille.

8.8.3 lMoproToBKa K NpoBeAeHUIO U3MEPEHUNA

8.8.3.1 TNoaroToBKa KUNAYEHOW AUCTUNNIMPOBAHHON BOADI

Mogrotoska Boabl — N0 8.5.3.1.

8.8.3.2 lMpuroToBneHne pacTeopa ConaHoM KUCNOTbl MONAPHON koHUeHTpauuu ¢ (HCI)=0,01 monb/am?

[OTOBAT PacTBOP CONMAHON KUCMOThI MOMSAPHOM KoHLieHTpauuu ¢ (HCI) = 0,1 monk/am3 B cooTBETCTBUM C
FOCT 25794 .1.

100 cm3 pacTBopa CONAHOM KUCIIOTbI MOMAPHOM KoHUeHTpauuu ¢ (HCI) = 0,1 Monb/aM3 nepeHocaT B Mep-
Hyto KONBY BMecTUMOCTbIo 1 AM3, AoBOAAT 06beM pacTBopa BOAOW A0 METKU, PacTBOP TLATENLHO NepemMeLlu-
BaloT.

PacTtBop xpaHsaT B Te4eHue 3 Mec.

8.8.3.3 TpurotosneHue consiHokucroro bydgepHoro pacteopa pH (2,00 £ 0,05)

6,711 XJI0PUCTOro Kanus NepeHoCcAT B MepHyLo konby BMeCTUMOCTLH0 1 AM3 co BCTaBNEHHOW B Hee BOPOH-
KOW, pacTBOPSIHOT HABECKY XJIOPUCTOTO KaInsl paCTBOPOM COMMSIHOW KUCNOTHLI, NPUrOTOBIEHHBIM B COOTBETCTBUN
€ 8.8.3.2. CtakaHuu1K, BOPOHKY OGMBIBaIOT 3TUM Xe pacTBOPOoM. CMbIBbI 06 beANHSIIOT C PaCTBOPOM XJIOPUCTOrO
Kanusi, ¥ o6bem pacTsopa JOBOAST 4O METKU pacTBOPOM COMSHOM KUCNOTLI No 8.8.3.2. MNonyyeHHbI consaHo-
K1Cnbir 6ycepHbIi pacTBOp TWATENbHO NepeMELLUBaloT.

PacTtBop xpaHsT B TeueHue 1 mec.

8.8.3.4 TlpuroToBneHue UHMGMpyioLlero pactsopa

33,0 rkap6amuaa pacTeopstoT B 80 cM3 consiHokMcnoro 6ydepHoro pacTeopa, npUroToBIIEHHOTO B COOT-
BeTcTBUM ¢ 8.8.3.3. YcTaHaBnueatoT pH pactBopa paBHbiM (2,00 +0,05) fo6aBrneHeM no KansnsiM KOHLEeHTpU-
POBaHHOI CONAHOMN KUCNOTHI 1 A0BOAAT ero o6bem Ao 100 cm3 conaHokUCbIM BydhepHbIM PacTBOPOM.

Pactsop xpaHaT npu TeMmnepatype (5+ 1) °C He 6onee 15 cyT.

8.8.3.5 MMpuroTtoBneHue pactBopa Mono4Horo cybeTpata

MpurotoBneHue pacTBopa MosiovHoro cybctpata — no 8.5.3.2.

8.8.3.6 MMpuroToBneHue pacTsopa UCNLITYEMOro npenapara

2,500 r ucnelTyeMoro npenapata pacteopsaioT B (80 + 5) cm® conaHokucnoro 6ydepHoro pacTeopa no
8.8.3.3 B MepHoit konbe BMecTMOCTbi0 100 cM3. PacTeop BblaepXuUBatoT B TeueHne 15 MUH NpU TemnepaType
30,0 °C B BoasHoI baHe ynbTpaTepMocTaTta, 3aTem oxnaxgaloT Ao Temnepatypbl (20 + 1) °C, nosoaat o6vem
COnNAHOKUCNbIM GydhepHbIM PaCcCTBOPOM A0 METKW U NepeMeLLnBatoT.

8.8.4 BbinonHeHWe usMmepeHuUin

8.8.4.1 BueThipe cTakaHa BMECTUMOCTbIO 50 cM3 ¢ NoMeLeHHBIMU B HAX CTEKNAHHLIMU NanoYkamu BHO-
cAaT no 25 cm3 monouHoro cy6eTpata no 8.8.3.5, cTakaHbl ¢ MOMOYHBLIM cyGCTPaToM yCTaHaBMMBAKOT B yNbTpa-
TepmocTart ¢ Temnepatypoi 30 °C 1 BblaepXKUBaoT NpU 3ToN TeMnepaType He MeHee 15 MUH.

8.8.4.2 B age npoBupku BHocAaT no 0,5 cm? pacTeopa uUcnbITyemoro npenapaTa v Ao6asnaoT B HAX NO
5,0 cm® uHrnbupytolero pacteopa. Mpo6upku ycTaHaBAMBAKOT B TEPMOCTaT U BbLIJEPXUBAIOT B TeyeHue
(10 + 1) muH npu Temnepatype 30 °C.

8.8.4.3 Yepes 10—15 MUH U3 NPoBUPOK, NOMELLIEHHBIX B TepMocTaT, 0T61patoT no 1 cm3 pacTeopa Ucnbl-
Tyemoro npenapara ¢ MUHrMGUpYyLWMM pacTBOPOM W BHOCSIT B iBa CTakaHa C MOSIOYHLIM Cy6CTpaToMm, yCTaHOB-
NeHHble B yNbTpaTepMocTaTte, U3MepAT NPOAOMKUTENBHOCTL CBEPTHIBAHUS MOJTIOYHOTO cybcTpaTta c Havana
BHECEeHUs 40 MOMeHTa 06pa3oBaHUA XMOMNbEB, UCNOMb3Ys CEKYHAOMED.

8.8.4.4 B aBe apyrue npoGupkun BHocaT no 0,5 cm® pacTBopa UCNLITYeMoro npenaparta M 4o6aBnsaoT B
Hux no 5,0 cm3 consiHokucnoro 6ycepHoro pacteopa. Mpo6upkn ycTaHaBNMBAIOT B TEPMOCTAT U BLIAEPKNBAIOT
ot 10 go 15 MuH npu Temnepatype 30 °C.

8.8.4.5 N3mepeHune NpoaomKNTENbHOCTU CBEPTLIBAHWUA MOMOYHOrO cybcTpaTa B ABYX OCTaBLUMXCA B
TepMocTaTe cTakaHax pacTBOPOM UCMBLITYEMOro npenapaTa ¢ CONAHOKUCTLIM BydepHBIM pacTBOPOM MPOBO-
OAT aHanoruvHo 8.8.4.3.

8.8.5 O6paboTtka pe3synbLTaToB U3MEPEHUN

8.8.5.1 [ono MonokoceepThiBaloWen akTUBHOCTU rOBSXbero nencuHa ot obLein MOIoKoCcBepThLIBato-
LLieit aKTMBHOCTM UCMbITyeMOoro npenapara rossbkbero nencuHa Ds, %, BEIMUCASIOT no chopmyrnie

20



rocCT P 52688—2006

D, =" 100, (14)
ts
rae t; — NPOAOIKUTENBbHOCTb CBEPTHIBAHNA MOMOYHOro cybecTpaTa, usmepeHHasi B cooTBeTcTBUM C8.8.4.5, C;
fs — NPOACIXNTENLHOCTL CBEPTLIBAHUS MOSIOYHOTO Cy6CTpaTa, usMepeHHasi B cooTseTcTBun Cc 8.8.4.3, C.
8.8.5.2 BbluncneHue 40N MONOKOCBEPThIBaOLEN aKTUBHOCTU FOBSDKLETO NencuHa ot obLein Monokoc-
BepTbIBaOLLEN aKTUBHOCTI B Npenapare npoBogAT A0 BTOPOro AeCATUYHOIO 3HakKa ¢ NocneayowmMM okpyrie-
HMeM 40 NepBOro 3Haka nocrne 3ansaTon.
3a okoHYaTenbHbIN pesynbTaT nsMepeHUin 40U MOMOKOCBEPTHIBAIOLLEN aKTUBHOCTW FOBSXKLENO Nencu-
Ha oT obLlell MONOKOCBEPThIBAIOLLEN aKTUBHOCTU UCMBITYEMOro Npenaparta NpuMHMMatoT cpegHeapudmeTu-
Yeckoe ABYX napannenbHbiX onpeaeneHnit Dyy 1 Ds.,, BLINONHEHHbIX B YCMOBUAX MOBTOPSIEMOCTU, €CMK
BbIMOMHAETCS YCOBUE NPUEMNEMOCTU:

|Ds.q — D5l <r, (15)
rae r— npegen noBTopseMoCcTU Ang YpoBHS BeposaATHOCTUM P = 0,95, npuBeaeHHbIM B Tabnuue 6.

ABcontoTHOe 3HaveHWe pasHOCTU Mexay pesynbTatamu AByX udmepeHuid Dy U Dy.4, BBINONHEHHBIX B
YCMOBUsIX BOCMPON3BOAUMOCTU, He AOMMKHO MpeBbIWAaTh Npeaena BOCNPOUM3BOAUMOCTU ANsl YPOBHS BEPOSIT-
HocTM P = 0,95:

IDs;3 — Dsyl <R, (16)
rae R — npeaen BOCNpOU3BOAMMOCTU, MpUBeAeHHbIN B Tabnuue 6.

Tabnuuab
B npoueHTax
MNokasarens ToUHOCTU
Mpenen Mpenen .
[uanasoH (rpaHuLbl abconioTHOW
HaumeHoBaHue nokasatens NOBTOPAEMOCTU 7, | BOCNPOU3BOAUMOCTHU R,
U3aMepeHui NOTpeLIHocTy) + A,
P=095n=2 P=0,95 _
P=0,95
[onss MOnokocBepTbIBaOLWEN
AKTUBHOCTU rOBSPKLETO NencuHa ot
obLen MonoKoCBepThIBAOLWEN aK-
TUBHOCTH Ot 10,0 ao 90,0 12,3 30,2 23,6

8.8.6 KoHTponb cTabunbHOCTU pe3ynbLTaToB MU3MepeHUi

KoHTponb ka4yecTBa pe3ynbTaToB U3MepeHuii B nabopaTopum Npy peanusaum MeToauK1 OCyLecTBs-
toT B cOOTBETCTBMU € 8.5.6.

8.9 OnpepeneHue A,ONU MONTOKOCBEPTLIBaIOLLIEA aKTUBHOCTU KYPUHOTO NencuHa oT oben mono-
KOCBepTbIBaloLen akKTMBHOCTU Npenapara Ans KOHTPONS KYPUHOTo NencuHa v KOMIMIIeKCHbIX Npenapa-
TOB

8.9.1 CywHocTtb MmeToAa

MeToa ocHoBaH Ha oueHKe 40N MOMOKOCBEPTHIBAIOLLE aKTUBHOCTU KYPUHOTO NENncuHa UCMbITYeMoro
npenapara nocrne MHrMbupoBaHMa XMMo3uHa 1 roBsiXkbero nencuHa B 6ydepHom pacteope pH (7,60+£0,05) npu
Temnepartype (46,0 +0,5) °C.

8.9.2 Cpeacrea usMepeHUs U peakTUBbI

AHanusatop XuakocTtu noteHumomMeTpudeckuin no FOCT 27987 ¢ norpewHocTbio +0,02 eq. pH.

Becnl nabopatopHble no FOCT 24104 cpegHero knacca TOYHOCTU C NpeAenom Aonyckaemoin abcontoT-
HOW MNOrpeLIHOCTM OQHOKPaTHOro B3BewmnsaHus +0,0002r.

YnbTpaTtepMocTtat, o6ecneunBatoLmin nogaepxaHue temnepatypsl (35,0 £0,5) °C n (46,0 +0,5) °C.

XonoavnbHuk ObiToBON 3nekTpudecknid no FOCT 26678.

Yacbl MexaHW4Yeckue ¢ cUrHanbHbIM yeTpoucTeom no FOCT 3145.

CexkyHaoomep.

TepMoMeTpbl XNAKOCTHbIe cTeknsaHHble no FTOCT 28498 ¢ auanasoHom o1 0 °C go 100 °C v npeaenamun
Aonyckaemol norpewiHoctM £0,5°Cun+1,0 °C.

BopoHkn B-25-38 XC, B-100-150 XC no MOCT 25336.

Kon6bl mepHble 1(2)- (100, 1000)- 1(2) noFOCT 1770.

Munetkn 1-1,2-1(1,5, 10) no FOCT 29227 .

CrakaHbl B-1(50, 100, 1000) TXC no FOCT 25336.
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CrakaH4uku ans B3selwmnsaHua CH-(34/12, 45/13, 60/14) no TOCT 25336.

UnnuHapsl 1-(100, 1000) no FOCT 1770.

Mpo6upkmn M2-16-150XC no FOCT 25336.

LWratme ans npobupok.

Manouku cTeknsaHHbIe, WNaTenn MmeTanMyeckne Unm nnacTMaccosble.

Boga anctunnuposaHHas no FOCT 6709.

Kanuin poccopHOKNCNbIN ogHO3aMelleHHbIn no TOCT 4198.

HaTpun pocdopHokmcnbli ABy3amelteHHeln no FTOCT 11773.

Cy6ecTpaTt MOMOYHbINA.

[onyckaeTcs npuMeHeHne Apyrnx CpeacTB U3MepeHnin, peakTUBOB, NO Ka4YecTBY U MEeTPONOrM4ecKkum
XapakTepucThkam He ycTyrnamoLwmux nepeymcrieHHsbIM Bhille.

8.9.3 lMoproToBKa Kk NpoBeAeHUIO UBMEPEHUN

8.9.3.1 loaroToBka KUNsIYEHON ANCTUNNUPOBAHHON BOAbI

Moparotoska Boabl — no 8.5.3.1.

8.9.3.2 TlpuroTosneHue pacTeopa ABy3amelleHHOro hocopHOKUCIIOro HaTPUsi MOMSIPHON KOHLEHTPa-
uum ¢ (Na,HPO, -2 H,0) = 0,2 monb/am3

Pactsop ABysamelueHHOro ocdOpPHOKUCIOrO HaTpusl rOTOBAT B COOTBETCTBUM C TpeboBaHuAMU
FOCT 4919.2.

35,600 r aoBy3amelLeHHOrO (hOCHOPHOKUCAONO HAaTPUA BHOCAT B MepHYto Konby BMecTUMOCTbio 1 aM3,
pacTBOpPSIOT B BoAe, A0BOASAT 06beM pacTBOpa BOAOW A0 METKN U TWATENMbHO NepeMeLLnBaroT.

PacTtBop xpaHaT He 6onee 10 cyT.

8.9.3.3 TpuroToBneHue pacTsopa ogHo3ameLeHHOro hochopHOKNCAOrO Kanusa MONSIPHON KOHLEHTpa-
ummc (KH,PO,)=0,2 mone/am3

PactBop ogHozamelyeHHoro ocOpPHOKUCIIONO Kanus roTOBAT B COOTBETCTBUMM € TpeboBaHuAMU
FOCT 4919.2.

27,220 r ogHo3ameLleHHoro hocopHOKUCIOro Kanusa pacTBOPAIOT B BoAe B MepHoW konbe BMecTu-
mocTbto 1AM, 4oBOAAT 06beM A0 METKM BOAOW.

PacTtBop xpaHsaT He 6onee 10 cyT.

8.9.3.4 MpurotosneHue docdaTtHoro bydepHoro pacteopa pH (7,60 £0,05)

B cTtakaHe BMecTuMocTbio 1 AM3 cmelunBatoT 885 cm3 pacTBopa ABy3aMelleHHoro ocdopHoOKMCNoro
HaTtpusa co 115 cm® pacrteopa oaHo3aMeLeHHoro dhocdopHoKUcnoro kanua. Mocne nepemelmsaHus nonyyeH-
HbIlA BydepHbIi pacTBOp NePeHOCAT B repMeTUYHYIO NOCYAY U3 TEMHOTO CTeKNa, KOTOpbIid XpaHsT He Gonee
20 cyT npuTemnepaTtype (5 1) °C.

8.9.3.5 lMpurotoBneHue pacteopa MONOYHOro cybcTpata

MpurotoBneHne pacTeopa MosiovHoro cybctpata — no 8.5.3.2.

8.9.3.6 lMpuroToBneHue pacTsopa UCNBITYEMOro npenapara

BaselwwunBsaloT B ABYX cTakaH4ukax no 1,000 r ucneityemoro npenapara. Kaxayto HaBecKy pacTBOPSIIOT B
10—15 cm3 hocchaTHoro 6ydpepHoro pacTeopa. MonyyeHHbIe pacTBOPLI Npenaparta nepeHoCsT B MepHbLIE KOT-
6bl BMeCTUMOCTLH 50 cm3. CTakaHumkm o6mbiBaloT 10—15 cm? chocaTtHoro 6ydepHoro pactsopa. CMbIBbI
06beanHAOT € pacTBopamu, TlAaTeNbHO nNepemelmMBalT U AoBoaaT obbembl Ao MeTkn dochaTHbIM
6ydepHbIM pacTBOPOM.

8.9.4 BbinonHeHWe usMmepeHUi

8.9.4.1 B aBe npoBupku BHOCAT No 5 cm3 pacTeopa npenapara, NpurotTosneHHoro no 8.9.3.6, u nomelua-
toT B yNbTpaTepMocTaT TemnepaTypoin (46,0 £0,5) °C. Yepes 5 MuH npobupku ¢ pacTBOpOM npenapaTa BbiHU-
MaloT 13 TepMocTaTa 1 oxXNaxaaroT NoA CTpyein NPpoTOYHOM BoAbl Ao TemnepaTypsbl (20+ 1) °C.

8.9.4.2 Bu4eTblpe cTakaHa co CTeKNAHHBIMW NanoYkamm BHocAT no 50 cM? pacTBopa MOJSIOYHOro cybeTpa-
Ta, noMeLLatoT UX B ynbTpaTepmocTtaT Temnepatypoi (35,0+0,5) °C, ocTaBnsloT cTakaHbl BynbTparepMocraTe
npuv ykaszaHHoOW TemnepaTtype He MeHee YeM Ha 10 MuH. Mpu aToM ypoBeHb BoA bl B yribTpaTepMocTaTe AOMDKeH
6bITb He HUXe pacTBopa cybcTpaTa B cTakaHax.

8.9.4.3 B aBa cTakaHa ¢ MOSIOYHLIM CY6CTPaTOM, NOMELLEHHbIE B YNbTpaTepMocTaT B COOTBETCTBUAM C
8.9.4.2, BHOCAT Nno 1 cM3 pacTBopa npenapara, noaeeprwerocs HarpesaHuio cornacHo 8.9.4.1, cogepxuMoe
CTakaHOB TLaTeNbHO NepeMeLLnBaloT B TedeHne 3—>5 ¢, 1 BKINoYaloT CekyHAoMep.

8.9.4.4 Tocne nepemMelunBaHWs NepUOANHECKA C UHTEpPBaom B 1—2 ¢ CTeKNSIHHON Nano4koh OCTOPOX-
HO HaHOCHAT PacTBOP MOSIOYHOro cybecTpaTa Ha CTeHKM cTakaHa. [pu nosiBNeHun XIomnbLeB B cTekaloweM crioe
Mono4Horo cybcTpaTa cekyHaomepoM bukcupyeTcs Bpems ux o6pasoBaHus ¢ MOMEHTa BHECEHUA pacTBopa
MCMbITYeMoro npenapara 4o NosiBleHNs XI0oMnbes.

8.9.4.5 B aBacrakaHa c pacTBOPOM MOJIOYHOro cybeTpaTa, MoMeLLeHHbIX B yNbTpaTepMocTaT CorfiacHo
8.9.4.2, BHocAaT no 1 cm® pacTeopa npenaparta, NpUroToBneHHoro no 8.9.4.3 v He NoABEpraBLIErocs Harpesa-
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Huto Npun Temnepatype (46,0 £0,5) °C, panee NnpoBoAAT UsMepeHne NPoAoHKUTENBHOCTA CBEPThHIBAHUSA pacT-
BOpa MONoYHoro cybctpara, kak onvcaHo 8 8.9.4.3118.9.4 4.

8.9.5 O6paboTtka pe3ynbLTaTOB UIMEPEHUN

8.9.5.1 [onto MonoKocBepTLIBAIOLLEN aKTUBHOCTU KYPUHOTO NeNcuHa oT 06LLeid MOJTIOKOCBEPTHIBaOLLEN
aKTMBHOCTU B UCTIbITYemMoM npenapate D, %, paccunTbiBaloT no popmyne

D, ="7100, (17)
t8
rae t; — NpoAoIHKUTENbHOCTL CBEPThHIBaHWA pacTBopa cybcTpaTta pacTBopoM npenapatano 8.9.4.5, c;
f, — NpoaoNXUTENbHOCTL CBEPTLIBAHWA pacTBopa cybeTpaTta pacTBopoM npenapaTano 8.9.4.1, c.
8.9.5.2 BbluncneHne oY MOMOKOCBEPTLIBAIOLLIEN aKTUBHOCTU KYPUHOTO NencuHa oT obuei Mosokoc-
BepTbIBatOLLe aKTUBHOCTU B Npenaparte NpoBOAsT A0 BTOPOro AeCATUYHOrO 3Haka ¢ NocneayowmnM okpyrne-
HUEeM [0 NepBOro 3HaKa Nocne 3ansTou.
3a okoHYaTeNbHBIN pe3ynbTaT UsmepeHuit 1011 MONIOKOCBE PThIBAOLLEN aKTUBHOCTU KYPUHOrO NnencuHa
OT 0bLUel MONOKOCBEPTLIBAIOLWEHA aKTUBHOCTWN UCTILITYEMOro npenaparta npuHUMatoT cpeaHeapudMeTudec-
Koe AByX napannenbHbIX onpeaeneruin D, 1 Dg.», BLINONHEHHbIX B YCNOBUAX NOBTOPSEMOCTU, ECIIN BbIMOHSI-
eTcs ycnoBsue NpUeMneMocTu:

|Dg;y — Del <1, (18)
rae r — npeaen NOBTOPAEMOCTU ANs yPOBHS BEPOATHOCTM P = 0,95, npueeaeHHIit B Tabnuue 7.
ABconoTHOe 3HaueHUe PasHOCTU Mexay pesysibTaTamn ABYX UsMepeHuit Dg., W Dg.,, BBINOSHEHHBIX B

YCrOBUAX BOCNPOU3BOAUMOCTU, HEe AOMKHO NpeBhiWaTh Npeaena BOCNPOM3BOANMOCTI AN YPOBHA BEPOAT-
HocTM P = 0,95:

|Dg;3— Deal <R, (19)
rae R — npeaen BOCNPOUM3BOAMMOCTU, NPpUBEAEHHbIN B Tabnuue 7.
Tabnwuua?
B npoueHTax
Moenen Moenen MokasaTenb TOYHOCTU
OunanasoH pen pen (rpaHuubl abconoTHON
HaumeHoBaHue nokasaTtensi N MOBTOPSIEMOCTH 1, | BOCNPOU3BOAUMOCTU R, +A
N3MepeHun P=095 n=2 P=095 norpewHocTn) + A,
T : P=0,95
[ons  mMonokocBepThIBaOLLEN
AKTUBHOCTU KYPWHOIO MencuHa ot
obLelr MONOKOCBEPTLIBAIOLWEN aK-
TVBHOCTM NMpenapaTta Ot 5,0 go 100,0 9,3 23,0 16,1

8.9.6 KoHTponb cTabunbHOCTU pe3ynbTaToB U3MepeHUn

KoHTporb kavyecTBa pe3ynbTaToB U3MepeHUi B nabopaTopun nNpu peanusaumm METOANKN OCYLLIECTBIIs-
0T B COOTBETCTBUNU C 8.5.6.

8.10 OnpepeneHne maccoBOW A0NU BNaru

8.10.1 CywHocTb MeTOAa

MeToa ocHOBaH Ha BeICYLUMBaHWW UCCreayeMoro npenaparta 4o NOCTOsIHHOW Macchl NpU TemnepaType
105°C.

8.10.2 CpeacTtBa U3MepEeHUA U peakTUBbDI

Becbl nabopatopHble no FTOCT 24104 cpeaHero kracca TOYHOCTM € Npedenom gonyckaemoi abconioT-
HOW NOrpeLLIHoCTN OAHOKPaTHOro BaBelmMBaHusa +0,0002r.

LWkad cywumnbHbIN anekTpudecknia Tuna COLW unu apyroro aHanorM4Horo Tuna, obecneunsarowmii noa-
AepxaHune Temnepatypbl (105 £2) °C.

CrakaHuunkun gng sasewmsanust CH-(34/12, 45/13, 60/14) no FTOCT 25336.

Okecukatop 2-290 no MFOCT 25336.

LWnaTenun meTannuyeckue Unmv NiacTMaccoBble.

Kanbuuin xnopucTbii 6e3soaHbiin no FOCT 450 unu cunukarens NPpokaneHHBbIiN.

[onyckaeTcsa npuMeHeHue Apyrux cpeacTB USMEPEHU, peakTUBOB, NO KaYeCTBY U METPOMOrM4eckKnum
XapakTepucTukam He ycTynatoLwnx nepeymcrieHHbIM Bhille.
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8.10.3 lMoaroToBKka Kk NpoBeaeHUIo U3MepeHUn

[Ba cTakaHuMKa ANA B3BELWMBAHWNA C KPbILWKaMU B3BELLMBAIOT, 3aTEM NOMeLLAoT B CYLUNSIbHBIN LKad 1
BbIAePXKMUBaIOT Npu TemnepaTtype (105 + 2) °C B TeweHue 1 4. 3aTem cTakaHUYMKA U KPILLKA OXNXKAA0T 10 KOM-
HaTHOW TeMnepaTypbl B 3KCUKaTope C NoMeLLeHHbIM B Hero 6e3B04HbIM XNOPUCTHIM KanbUneM Unn npokaneH-
HbIM cunukarenem. lNMocne oxnaxaeHna cTakaH4YUMKU C Kpbllukamn B3seLwnBearoT. Mpoueaypy NOBTOPSIIOT 40 TeX
nop, noka pasHuua mexay nocrnegosartenbHeiMU BaBelBaHusaMu byaet He 6Gonee 0,001 r. CtakaHunku gns
B3BeLUMBaHWUS OCTaBMSIOT B 3KCUKaTOpe A0 NPOBEASHUSA U3MEPEHUIA.

8.10.4 BbinonHeHue usamepeHun

B ABa cTakaHuyunKa B3BELUNBAIOT HABECKU UCNBITYEMOro npenapaTtaMaccon ot 2,000 4o 3,000, peructpu-
pys 06LLYyt0 Maccy cTakaH4uKka ¢ KpbIWKOW U Maccy HaBecku npenapara. CTakaHunku ¢ HaBeckol npenaparta
nomMeLLaoT B CyLIUIbHBIN WKad TemnepaTypon (105 £ 2) °C, pacnonaras KpblLWKA psaom, U aanee npoBoaaT
npoLece CyLUKN 1 B3BeLUMBaHWUA aHanorn4Ho 8.10.3.

8.10.5 O6paboTka pe3ynbTaToB U3MEPEHUIA

Maccoyto gonio Bnaru B UCNbITyeMoM npenapare X,, %, paccyuTbiBatoT no chopmyne

X1 = M, (20)
Mg —Mg
roe mg — Macca cTakaH4mka Ans B3BeLuMBaHuA ¢ KPbILLIKON M HaBeckol npenapaTa Ao BbICYLLMBaHUS, T;
m,, — Macca cTakaH4uka AN B3BeLUMBAHUA C KPLILLKON U HaBECKOW Npenaparta nocne BbiCylUUBaHus, r;
Mg — Macca CTakaHuvKa AN B3BELNBAHUA C KPBILLKOM, T.

BbluncneHe MaccoBoi 4oNU BNarn B npenaparte NpoBoAAT A0 BTOPOro AeCATUYHOIO 3HaKa ¢ nocneayto-
LLIMM OKpYr/ieH1eM 40 NepBOro 3Haka nocne 3ansaTou.

3a oKkoHuaTernbHbIN pe3ynbTaT U3MepeHn MacCoBOW AONM Bnark B NpenapaTe NPUHUMAalOT cpeaHea-
pudmeTnYecKoe ABYX NapanienbHbIX onpeaeneHuit X, 4 u X, .,, BbINOMHEHHBIX B YCIOBUSIX NOBTOPAEMOCTH,
€Cnn BbINOMHSIETCS YCNoBue NpUemMseMocTu:

X0 — Xial <1, (21)
rAe r — npezaen NoBTOPSIEMOCTM ANS YPOBHS BEPOSITHOCTW P = 0,95, npuBeeHHbIil B TabnmLie 8.
ABCONIOTHOE 3HAUYEHWE PA3HOCTV MeXaY PesynbTatami ABYX U3MEPEHUii X5 U X;.4, BHINOAHEHHBIX B

YCI0BMAX BOCTIPON3BOAMMOCTU, He AOSDKHO NpeBbIllaTh Npeagena BOCNPoU3BOANMOCTI ANA YPOBHS BEPOSIT-
HocTn P=0,95:

1Xi3—Xial <R, (22)
rae R — npeaen BOCNPOUM3BOAMMOCTU, NpUBEAEHHbIN B Tabnuue 8.
Tabnuua 8
B npoueHTax
[anaso Mpenen Mpepen Mokasarenb TOMHOCTU
HavnmeHoBaHue nokasarensi mal:ner;])enw“ﬁ MOBTOPSAEGMOCTU I, | BOCNPOU3BOAUMOCTU R, (rpaHuupl abcontoTHON
P=095n=2 P=0,95 norpewHocTu + A, P =0,95)
MaccoBasi gons Bnarv O10,50802,5 0,3 0,6 0,5

8.10.6 KoHTponb cTabunbHOCTU pe3ynLTaToB U3MepeHUin

KoHTporb kavecTBa pesynbTaToB UsMepeHui B nabopatopumn npu peannsaunm MeToANKM OCyLLeCTBNA-
0T B COOTBETCTBMU C 8.5.6.

8.11 OnpeaeneHue MaccoBOU A40NU NOBapeHHOW COMNU

8.11.1 CywHocTb MeTOAa

MeTon ocHoOBaH Ha pacTBOpPEHUM UCNLITYEMOTO Npenapara B Boae, hunbTpoBaHnM pacTBopa, TUTpoBa-
HWUUW XITOPUAO0B PacTBOPOM a30THOKUCOro cepebpa u nepecyete o6bema pacTeopa a3oTHOKUCHOro cepebpa,
N3pacxodoBaHHOIo Ha TUTPOBaHWE XIOPUAOB, B MAacCOBYIO A0S0 NOBAPEHHOWM COMN.

8.11.2 CpepacTBa U3MepeHUA U peaKkTUBbI

Becbl nabopaTtopHble no FTOCT 24104 cpegHero knacca TOMHOCTU ¢ NpeAesioM gonyckaemon abconioT-
HOW NorpeLwwHoCcTU 0 gHOKpaTHOro BaBewmnBaHus +0,0002 .

YnbTpatepMoctar ¢  TepmoperynsitopoM, obfecneuvBalowunini  nogaepkaHne  TemnepaTypbl
(35,0 £1,0) °C.

MnuTka anekTpyuyeckas ¢ perynsatopoM MoLHocTU Harpeea no FOCT 14919.
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TepMomeTpbl XkUAKOCTHLIE cTeknsiHHbIe o FTOCT 28498 ¢ ananasoHoM oT 0 °C ao 100 °C v npeaenamu
ponyckaemoi norpewwHoctu +1,0 °C.

CrakaH4uku ans s3sewmBaHust CB-19/19(24/10, 34/12) no FOCT 25336.

BiopeTka 1-2-50 no FOCT 29251.

Kon6bl mepHbie 2-100(1000)-2 no FOCT 1770.

Kon6bl KH-1,2M-2-250-34 no MOCT 25336.

CrakaHbl nabopatopHble cTeknsHHble B-1-100 TC no FOCT 25336.

Munetkn 1-2-2-1(5, 10) no FOCT 29227.

BopoHkn B-100-150 XC no MOCT 25336.

Bymara counbTposansHas no FOCT 12026.

LUnaTene MeTanamueckunin y3kui.

Cepebpo asoTHokucnoe no FOCT 1277.

Kanuin xpomosokucnelin no FTOCT 4459.

Boaa anctunnmposanHas no FOCT 6709.

[JonyckaeTcsi NpUMeHeHne Apyrnx cpeacTs U3MEPEeHUid, PeakTUBOB, MO KAYECTBY U METPOSOrMYECKUM
XapakTepucTukam He ycTynarLwmnx nepeyncreHHbIM Bbille.

8.11.3 MMoAroToBKa K BLINONHEHUIO U3MEPEHUNA

8.11.3.1 lMpuroToBneHne KUNAYEHON OUCTUNNNPOBAHHOW BOAbI

Moarotoska Boabl — no 8.5.3.1.

8.11.3.2 TlpuroToBneHue pacTeopa asoTHOKUACIOro cepebpa monapHoi koHueHTpauun ¢ (AgNO;) =
= 0,1 monb/gm3

PacTtBop azoTHOKMCOro cepebpa roToBsIT B COOTBETCTBUM ¢ TpeboBaHnamu FTOCT 25794.3.

1,699 r a30THOKHMCIIOrO cepebpa NepeHocaT B MepHyto konby BMecTUMocTbio 100 cm3, 3anonHsa0T konby
BOOOW NpubnmanTensHo 4o 2/3 obbema. Bpalas konby, nepemMeLwneatoT ee coaepXuMoe 4o NOMHOMo pacTBo-
peHna peakTuea, 3aTeM 4oBoAAT 06beM konbbl BOAOK A0 METKU U CHOBA T aTeNbHO NepeMeLlnBaloT.

[JonyckaeTcsi XpaHUTb pacTBOP MPU KOMHATHOW TeMnepaTtype B Nocyae U3 TEMHOro cTekna unn s nocyae,
o0bepHyTOM YepHoi Bymaroi (Mnu cponeroi).

8.11.3.3 MpuroToBneHne pacTeopa XpOMOBOKUCNOro Kanua MaccoBoi KoHueHTpauun 100 r/am3

100,00 r XpOMOBOKMCIIOrO Kanvs 0TBELUMBAIOT B CTakaHe BMeCTUMOCTbIo 100 cm3, NepeHoCcAT B MePHYHO
konBy BMecTUMOCTLH 1 AMS3, pacTBOpAIOT B BoAE, 06beM pacTeopa B konbe AoBOAAT 40 METKA BOAOM.

PacTBop XpaHAT B TeMEeHNe CyTOK B TEMHOW NocyAae.

8.11.3.4 lMpuroTosneHue pacTBopa UCMbLITYEeMOro npenapara

B ABYX CTaKkaH4YMKax Ansa B3BelUMBaHWUSA BMeCTUMOCTbIo 50 cm3 B3BewumBatoT o 1,000 rucnuiryeMoro npe-
napara.

Kaxayto Hasecky pacTopsioT B 10—15 cm3 Boabl TeMnepatypoii (35,0 +1,0) °C. PacTBopbl NEPEHOCAT B
MepHble Konbbl BMecTUMOCTbio 100 cM3. CTakaHuuKv ANs B3BELMBAHUSA Tpyxabl o6MbiBatoT 10—15 cM3 Boab!
Temnepartypoii (35,0 + 1,0) °C. CMbIBbl 06beAMHAIOT € pacTBopamn. PacTBopbl TLATENbHO NepemMeLunBaltoT,
nomMeLatoT B ynbTpaTepMocTaT U BbidepXkuBatoT npu Temnepartype (35,0 +1,0) °C B TeueHne 10 MuH, nepuogu-
Yeckn nepemewmBasi. Mo McTeyeHUU yKa3aHHOTO BpPEMEHW pacTBOpbl OXnaxaawT A0 TemnepaTypbl
(20,0 £ 1,0) °C, 06beMbI OBOAAT A0 METKMN BOAOW U COAEPXKUMOE KOG NnepeMelumBaroT.

8.11.4 BbinonHeHUe U3MEpPeHUN

PacTBopbl UcnbITyeMoro npenapata hunbTpyroT Yepes BymaxHble unbTpbl B KOHUYECKUe konbbl BMec-
TMocTbio 100 cm3. U3 kaxkaoi konGbl oT6upatoT no 5 cm3 ounbTpata M NepeHoCcaT B CyXue KoHUYeckue konbbl
BMecTUMocTbio 100 cm3. lobasnsioT 45 cmd Bogbl 1 0,5 cM3 pacTBopa XpOMOBOKMCIIONO Kanus v nepemeluvsa-
t0T. Mony4yeHHyo cMecb TUTPYIOT pacTBOPOM a30THOKUCIIONo cepebpa npy NOCTOAHHOM NepeMeLunBaHun Ao
nossneHus cnaboro KMpNUYHO-KPAcHOro okpawmsaHusi. PeructpupyioT obbem pacteopa a3oTHOKMCOro
cepebpa, n3pacxogoBaHHOIo Ha TUTPOBaHWE pacTeopa nNpenapara.

8.11.5 O6paboTtka pe3ynLTaToB U3MepeHUn

8.11.5.1 Maccosyto gonto noBapeHHon conun X, %, paccunteiBatoT no opmyne

000585 VT_.100- 100
X, = v mc 2 (23)
11Mq4

rae 0,00585 — Macca noBapeHHOW Comu, 3KBUBaNEHTHasi Macce asoTHOKUCIIOro cepebpa, coaepxalleroca B
1 cM3 ero pacTBopa MonApHOW KoHUeHTpaLum 0,1 Monb/am3, T;
V — o6beM pacTBopa asoTHOKMCNOro cepebpa MonspHoi koHueHTpauum 0,1 Monb/am3, nspacxo-
[0BaHHbIN Ha TUTPOBaHWE PacTBOPA UCNLITYEMOro Npenaparta, cvm3;
T, — nonpaBka k TUTPY pacTBopa a30THOKUCIIOro cepebpa MomsipHOi KoHLeHTpaLum 0,1 monk/am®;
100 — oBLWwunit o6bem pacTBopa UCMbITYyeMoro npenapara, cme;
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100 — KkoacbpuumneHT nepesoa pesynbraTta UsMepeHust B NpoLeHTHI;
V, — obbem pacTBopa CMbITYeMoro npenapara, B3ATblil Ha TUTpoBaHue, cM3;
m,, — Macca HaBeCK1 UCTILITYeMOro npenapara, r.
8.11.5.2 BbluncneHne MaccoBoi 40N NOBapEeHHOW CoNu B Npenapare NpoBoAsT A0 BTOPOro AeCATU-
YHOTO 3HaKa € NocneayoWwnM oKpyrineHmeM Ao NepBoro AeCATUYHOrO 3HaKa.
3a okoHYaTenNbHbIN pesynbTaTt U3MepeHnin MaccoBOl A0NM NOBapeHHON CONU B Npenapare NpuHUMaloT
cpeAHeapudmeTUYeCcKkoe ABYX NapasnnensHbix onpeaeneHnin X, , n X,.,, BbINOTHEHHbIX B YCIIOBUAX NOBTOPsie-
MOCTW, €CN BLINOMHAETCA YCNOBUE NPUEMNEMOCTU:

X0 —Xo0l <1 (24)

rae r — npeaen noBTOPsIeMOCTU ANs yPOBHSA BepoATHOCTU P = 0,95, npueBeaeHHbI B Tabnuue 9.

AbconioTHoe 3HaveHne pasHOCTV Mexay pesynbTaTamu AByX uamepeHuin X,., u X,.,, BbINOMHEHHBIX B
YCrOBUAX BOCMPOU3BOAMMOCTHN, HE AOMKHO MpeBbilaTh Npejena BOCNpou3BoANMOCTI AN1S1 YPOBHA BEPOAT-
HocTn P=0,95:

1Xa3 — Xoul <R, (25)
rae R — npeaen BOCNPOU3BOAMMOCTU, MpUBeAeHHbIN B Tabnuue 9.
Tabnuua9d
B npoueHTax
Moenen Moenen MokasaTenb TO4HOCTH
HaumeHosaHue IvanasoH pen pen (rpaHuubl abcontoTHON
. NOBTOPAEMOCTH T, BOCMPOU3BOAMMOCTU R, + A
nokasatens naMepeHuit P=095 n=2 P=005 MOTPELLHOCTH) £ A,
o ’ P=0,95
Maccoeass  gonsi
NoBapeHHOW conu OT1 60,0 go 100,0 4.4 11,2 9,2

8.11.6 KoHTponb cTabunbLHOCTU pe3ynbTaToB U3MepPeHUit

KoHTporb kavecTBa pesynbTaToB nsmMepeHui B nabopatopumn npu peannsauum MeToauK1 ocyLLLecTBSA-
0T B cooTBeTCTBMMU € 8.5.6.

8.12 OnpepeneHue MaccoBOW 40N HEPaCTBOPUMOTO OCTaTKa

8.12.1 CywHocTb MeTOAR

MeToa ocHoBaH Ha hunbTPoOBaHUN pacTBopa NpenapaTa Yepes BbICYLUEHHbIA A0 NOCTOAHHON Macchl
6yMaxHbI PUnbTP, NOBTOPHOM €ro BbICYLUIMBAHUA A0 NOCTOAHHOW Macchl U NocneayoLein oLueHKe pa3HocTU
mMacc cunbTpa 40 1 Nocre BbiCYLUMBaHNS MO OTHOLLEHUIO K Macce HaBeCcKn npenapara.

8.12.2 CpeactBa U3MepeHUA U peakTUBbI

Becbl nabopaTtopHble no FTOCT 24104 cpegHero knacca TOMHOCTU € NpeaerioM gonyckaemon abconioT-
HOW NOrpeLHOCTU 0 AHOKpaTHOro B3BewmnBaHus +0,0002 .

YnbTpatepmoctaTr Cc  TepMmoperynsatopomMm, obecneunBalowuii  noggepxkaHue  Temneparypbl
(35,0 +1,0) °C.

Lkadp cywmnbHbIi anekTpuyeckuit Tuna COLL unu gpyroro aHanorMyHoro Tuna, obecnevnsaroLLnia noa-
AepxaHue Temnepatypbl (105 +2) °C.

Mnutka anekTpudeckas ¢ perynatopomM MoLHocTu Harpesa no FOCT 14919.

TepmomeTpbl XUAKOCTHBIE cTekNAHHbIe no FTOCT 28498 ¢ ananasoHom o1 0 °C go 100 °C v npeaenamu
Jonyckaemoi norpewHoctn+0,5°Cun+1,0 °C.

CrakaHuukn ana B3sewwmsaHus CB-19/19, CB-24/10, CB-34/12 no FOCT 25336.

Kon6bl mepHble 2-100-2, no FOCT 1770.

Konowl Kh-1,2M1M-2-(100, 250)-34 no FTOCT 25336.

CrakaHbl nabopaTopHble cTeknsaHHble B-1-100 TC no FOCT 25336.

Munetku 1-2-2-1, 1-2-2-5, 1-2-2-10 no FOCT 29227.

BopoHku B-100-150 XC no FOCT 25336.

Bymara cpunbTtposansHasg Mapku ®MC no FTOCT 12026.

LnaTenb MeTannuyecknuin yskum.

Okeukatop 2-290 no FOCT 25336.

Cepebpo azoTHokucnoe no FOCT 1277.

Kanbunin xropucTein 6essoaHbln no FOCT 450 nnuv cunukarens NnpokaneHHbINA.

Kanui xpomosokucnbiii no FOCT 4459,
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Bopaa guctunnuposaHHas no COCT 6709.

HonyckaeTcs npuMeHeHne Apyrnx cpeacTs USMEpPeHUin, peakTUBOB, MO KAYeCTBY U METPONOrMYeCcKUM
XapaKTepucTUKam He yCTynaoLwmx NepevymcneHHbIM BhiLle.

8.12.3 MoAaroToBka K BLINOMHEHUIO U3MEpPEeHU

8.12.3.1 MpuroTtoBneHne KUNAYEHON AUCTUIINIMPOBAHHOWM BOAbI

MoagrotoBka Boabl — no 8.5.3.1.

8.12.3.2 MpuroToBneHWe pacTBopa asoTHOKUCIOro cepebpa MonsipHoi koHueHTpauun ¢ (AgNO;) =
= 0,1 monb/gm3

PacTtBop azoTHokucnoro cepebpa rotoBaT B cooTBeTCTBUU ¢ TpeboBaHuamu FTOCT 25794 .3.

1,699 r asoTHokucnoro cepeGpa NnepeHoCHT B MEPHYIO konby BMecTUMOocTbto 100 cm3, 3anonHsaoT Konby
BOAOW NpubnusutensHo Ao 2/3 o6bema. Bpalyas konby, nepemeLrunsaloT ee cogepXMmMoe o NoSIHOTo pacTBo-
peHuns peakTusa, 3aTeM 4oBOAAT 06beM konbbl BOAOM 4O METKU U CHOBA TLLaTeNbHO NepeMeLunBaloT.

[onyckaeTcsi XpaHUTb pacTBOP NPU KOMHAaTHOW TeMnepaTtype B MocyAe U3 TEMHOro cTekna unm B nocyae,
o0bepHyTOI YepHoit Bymaron (Mnun onbrow).

8.12.3.3 lMpuroTosneHue pacTeopa XPOMOBOKUCIIONO Kanusi MaccoBoi KoHUeHTpaLumm 100 r/iam3

100,00 r XpOMOBOKMUCIIOro Kanua 0TBELIMBAIOT B CTakaHe BMeCTMMOCTbIo 100 cM3, NepeHocaT B MEPHYI0
kon6y BMecTUMOCTbI0 1 AMS, pacTBoOpAIOT B BoAe, 06beM pacTeopa B konbe A0BOAAT 40 METKUA BOAOM.

PacTBop xpaHaT B Te4eHne 12 Mec B TEMHOM nocyae.

8.12.3.4 lMpuroToBneHWe pacTBopa UCMbLITYEMOro npenapaTta

B aBa cTakaHuMka BMecTuMocTbio 50 cm® oTBewumBatoT no 1,000 r ucnbiTyemoro npenaparta.

Kaxayto HaBecky pacTeopstoT B 10—15 cm® Boabl Temnepatypoit (35,0 +1,0) °C. PacTBopbl NepeHocAT B
MepHble konbbl BMecTUMocTbio 100 cm3. CTakaHuMKL ANs B3BeLUMBAHWA TpyxAabl 06MbisaoT 10—15 cm3 Boabl
Temnepatypoit (35,0 = 1,0) °C. CMbIBbl 06beANHAIOT C OCHOBHBIMU pacTBopamMu. PacTeopbl TlaTenbHO nepe-
MeLLMBaloT, NOMELLalT B yNbTpaTepMocTaT U BbiAepXMBaloT npu teMmnepatype (35,0 £ 1,0) °C B TeueHue
10 mMuH, neprogmnyeckn nepemelumsas. Mo NCTeYEHNN yKasaHHOro BpeMeHn pacTBOPLI OXNaxaaT 4o Temne-
paTypsbl (20,0 £ 1,0) °C, 06beMbl 4OBOAAT A0 METKN BOAOW, 1 cCOAepXXMMOe Konb nepemeLumsatoT.

8.12.3.5 B pgBa crakaHuvKa Ans B3seLUMBaHUS NOMeLLaloT 6yMaxkHble hUnbTpbl, B3BELWUBAKOT C TOYHOC-
Tblo 0 TPEeTbero 4eCATUYHOIO 3HakKa, yCTaHaBNMBakoT B CYLUNMBHLIN LKA U BbIAEPXKUBAIOT NpU TemMnepaTtype
(105£2) °C B TeveHue 1 4. 3aTeM CTakaH4YMKM C PUNbTPaMU OXNKAA0T [0 KOMHATHOW TemnepaTypbl B 3KCUKa-
Tope ¢ NoMeLLeHHbIM B Hero 6e3804HbIM XNTOPUCTBIM KarbLMeM UIN NpoKaneHHbIM CUiMKareniemM 1 B3selLnBa-
toT. MNpoueaypy NOBTOPSAIOT A0 TEX NOp, NoKa pasHuLa Mexay AByMsi NocneAoBaTesibHbIMA B3BELLIMBaHUSIMU
6yget He 6onee 0,001 r. CrakaHuvkn Ans B3BewWWBaHUSA € ubTpaMu OCTaBMAT B 3KCUMKaTope Ao
npoBeaAeHUs U3MEePEHUNA.

8.12.4 BbInonHeHue U3MepeHUn

8.12.4.1 PacTBopbl UCMBITYEMOro npenaparta (puUnbTpyoT Yepes BbiCYLLEHHbIE U B3BELLEHHbIE Bymak-
Hble PUNbTPbI B KOHUYECKME KoNBbl BMECTUMOCTbIO 250 cM3. PUNbLTpPLI NPOMBIBAIOT BOAON TemnepaTypoii 35 °C
00 oTpuULLaTeNLHON peakLnn Ha NpUCYTCTBNE MOHOB XNopa.

[N KOHTPONSA Ha NPUCYTCTBUE UCHOB XNopa oT6upatoT no 5,0 cm? unbTpaTa B cyxue koHndeckue Konbbl
BMecTMMocTbto 100 cm3, go6GaenatoT no 0,5 cm3 pacTBopa XpoMOBOKUCTIOro kanus no 8.12.3.3, nepemelunsa-
toT, 3aTem go6aBnsoT B 3TM e Konbel no 0,5 cm® pacTeopa asoTHoKUCHOro cepebpa, NPUroTOBMEHHOTO Mo
8.12.3.2. MNpun oTcyTCTBMM B (hUnbTpaTte MOHOB XNopa (pacTBOP UMEET KUPNUYHO-KPACHYIO OKpacKy) NpoMbiBa-
HWe hUnbTpa NpekpaLLatoT.

Mocne NpoMbIBKM (hUNbTPLI TOMELLAIOT B Te Xe CTakaHYMKW AN B3BEeLUMBaHUS, YTO U neped hunbTpoBa-
HueM. CTakaHuMKM AN B3BELUUMBAHUA C PUNbTPaMU BbICYLIMBAIOT B CYLLIMITbHOM LLKady, OXNaxaaoT B 9KCUKa-
Tope v B3BewwmnBatoT. PasHuua mexay AByMs nocneqHMMU B3BELLUMBaHUAMW He A0MDKHa npesbiwaTth 0,001 .

8.12.5 O6paboTka pe3ynbLTaToB U3MEepeHUn

8.12.5.1 Maccosylo 4oNto HepacTBOPUMOro ocTaTka X, %, paccunTbiBatoT no hopmyne

x,= T2 =M3 400, (26)
myy
rae m,, — Macca cTakaHuMKa ns B3gellnBaHns ¢ punbTPom nepea hunsTpoBaHNeM, T;
m,; — Macca cTakaHuMKa AN B3BeLUMBaHNA ¢ hUNbLTPOM rnocrie unbTpoBaHus, T;
m,, — mMacca HaBeCckM UCTIbITYyeMOoro npenapara, r;
100 — koadbbmumneHT nepesoa pesynbTata UsMepeHns B NPOLEHTHI.

8.12.5.2 BbluncrieHWe MaccoBOW A0/ HEPacTBOPUMOro ocTaTka B npenaparte nNpoBoasT A0 BTOPOro
AECATUMHOrO 3HaKa ¢ NocneayoLLMM OKPYriieHUem A0 NEPBOro ACATUHHOTO 3HaKa.
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3a okoHYaTesbHbI pesynbTaT U3MepPeHUIn MaccoBOI 40NN HepPacTBOPUMOro ocTaTka B npenapare npu-
HUMaloT cpefHeapudMeTuyeckoe ABYX NapannenbHbIX onpeaeneHunin Xz 4 U Xy, BbIMONHEHHBIX B YCMOBUAX
MOBTOPSIEMOCTU, €CIIN BIMOSHAETCA YCIIOBUE NPUEMITIEMOCTU:
X34 — X3l <1, (27
rae r— npegen NnoBTOPSEMOCTU ANst ypoBHA BepoaTHoCTU P = 0,95, npnseaeHHbIn B Tabnuue 10.
ABcontoTHOE 3HaueHne pasHoOCTU MeXAay pesynbTatamu ABYX UMePeHUN Xyq U X4, BBIMOMTHEHHBIX B
YCINOBUAX BOCTIPON3BOAMMOCTU, HE AOMMKHO NPeBkIWaTh Npeaena BOCnpoM3BoAUMOCTU AN YPOBHS BEPOSIT-
HocTn P=0,95:
|X5.5 — X34l <R, (28)
raoe R — npeaen BOCNpPOU3BOAUMOCTM, NpUBeAeHHbIn B TabnuLe 10.

Ta6bnwuuya 10
B npoueHTax

MokasaTtens TO4HOCTH
Mpenen Mpepen o
[AvanasoH (rpaHnLbl abconoTHOM
HaumeHoBaHue nokasartens . NOBTOPSIEMOCTU I, | BOCNPOU3BOAUMOCTU R, .
N3MepeHun P=005 n=2 P =095 NOrpewHocTn) + A,
T ’ P=0,95
Maccoeasi gonsi HepacTBo-
pVYMOro ocTaTtka 010,200 5,0 0,4 1,1 1,0

8.12.6 KoHTponb cTabunbHOCTU pe3ynbTaToB U3MepeHUin

KoHTporb kavecTBa pesynbTaToB N3MepeHni B flabopatopumn npu peannsaunm MeToAMKM OCyLLLeCTBNA-
0T B COOTBETCTBMMN C 8.5.6.

8.13 OnpeaeneHue 4ONMU MONTOKOCBEePTbIBalOLWW e akKTMBHOCTU CBUMHOTO NEeNcuHa ot obLieit Mmono-
KOCBepTbiBaloLel akTUBHOCTU Npenapara

8.13.1 CywHocTb meTOAa

MeToa ocHOBaH Ha OLEeHKe UHaKTUBaLuUKM CBUHOTO nencuHa B 6ycepHom pacteope pH (7,00 + 0,05) n
CpaBHEeHUN NPOAOCIPKUTENBHOCTU CBEPThIBaHUS MOMOYHOro cybetparta 6ydepHbiM M BOOHBEIM pacTBOpamu
UcnbITyeMoro npenaparTa.

8.13.2 CpencrBa U3MepeHUs U peakTUBDI

AHanusaTop xkuakocTu noteHuuomeTpudeckuit no FOCT 27987 ¢ norpewHocTblo £0,02 ea. pH.

Becbl nabopaTtopHble no FTOCT 24104 cpegHero kracca TOMHOCTU € NpeAenioM gonyckaemon abconioT-
HOW NOrpeLIHOCTU OAHOKpaTHOro B3BelumBaHus +0,0002r.

YnbTpaTtepmocTart, obecneunsaowmii nogaepxaHue temnepatypsl (35,0 +£0,5) °Cn (46,0+0,5) °C.

Mnutka anekTpuyeckas ¢ perynsatopomM MowHocTM Harpesa no FOCT 14919.

XonogunnbHuk 6biToBON anekTpudeckuit no FOCT 26678.

Yacbl MexaHU4Yeckue ¢ curHanbHbIM ycTpoincTBom no FOCT 3145.

CekyHaomep.

TepMoMeTpbl XXNAKOCTHBIE CTeKIsIHHBIE ¢ Anana3oHom oT 0 °C go 100 °C u npegenamu gonyckaemon
norpewHocTM+£0,5°Cn+1°CnoFOCT 28498.

BopoHku B-25-38 XC, B-100-150 XC no FOCT 25336.

Kon6bl mepHbie 1(2)- (100, 1000)- 1(2) noFOCT 1770.

Munetkn 1-1,2-1 (1,5, 10) no FOCT 29227.

CrakaHbl B-1 (50, 100, 1000) TXC no FOCT 25336.

CrakaHuukm ans sasewwmnsanna CH-(34/12, 45/13, 60/14) no FTOCT 25336.

LUununapel 1-(100, 1000) no FTOCT 1770.

Mpobupkn M2-16-150 XC no MOCT 25336.

LtaTue ans npobupok.

Manoyk1 cTeKnsiHHbIE.

LLinaTtenun meTannuyeckue Unn nnactTMaccosble.

Boaa auctunnuposaHHasi no FOCT 6709.

Kucnora numoHHasa moHornapat no FOCT 3652.

Hatpui pocchopHokmucnein osysameleHHbin no FOCT 11773.

Cy6cTpat MOSOYHBINA.
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JonyckaeTcsi NnpUMeHeHne Apyrnx cpeacTs U3MepeHUin, peakTUBOB, MO KaYecTBY U METPONOrMYeCcKUM
XapakTepucTukam He ycTynarLmnx nepeyncneHHbIM BbiLle.

8.13.3 lMoAaroToBKa K BbINONHEHUIO U3MEPEHUN

8.13.3.1 lNoaroToBka KUNSYEHON AUCTUNNNPOBAHHOM BOAbI

Moarotoska Boabl — no 8.5.3.1.

8.13.3.2 lMpuroTosneHne pacTsopa MMMOHHOM KNCIOTLI MOMSIPHON KoHUeHTpauuu ¢ (CgHgO7 - Ho0) =
= 0,1 monb/am3

PacTBop NMMOHHON KACNOTLI FOTOBSIT B COOTBETCTBUU € TpeboBaHuamu FTOCT 4919.2.

21,014 r MOHOrMapaTa MMMOHHOI KUCIIOTHI BHOCAT B MePHYI0 konby BMecTUMocTbio 1 am3, pacTsopsiioT B
BoAe, ooBoaaT o6bem pacTBopa A0 METKM BOAOW M TLUATENbHO NepeMeLLMBaloT.

PacTtBop xpaHaT npu temnepatype (5+ 1) °C He 6onee 10 cyT.

8.13.3.3 lMpuroTtoBneHne pacTeopa ABy3amMeLeHHOro hocOPHOKUCIIONO HAaTPUA MONSIPHOW KOHLIEHT-
pauum ¢ (Nay,HPO, - 2H,0) = 0,2 mons/am3

PacteBop ABy3amelleHHOro ¢ocOpHOKUCIIOro HaTpus FOTOBAT B COOTBETCTBUKU ¢ TpeboBaHMAMMU
FOCT 4919.2.

36,500 1 ABy3aMeLleHHOro (hOCHOPHOKUCTIONO HATPWUA BHOCAT B MEPHYIO KoNBy BMeCTUMOCTbIo 1 AMS,
pPacTBOPSIIOT B BoAe, 40BOAAT 06beM pacTBOpa A0 METKU U TLWATeNIbHO NepeMeLLnBatoT.

PactBop xpaHsaT He 6ornee 10 cyT.

8.13.3.4 lMpuroToBneHue cocdat-umtpaTtHoro 6ycepHoro pacteopa pH (7,00 £0,05) ea.

docaT-untpaTHelil 6ydepHbii pacTBOP FOTOBAT B COOTBETCTBUM € TpeboBaHnaMmu FOCT 4919.2.

35,3 cm® pacTBopa NMMOHHON KUCTOTH 1 164,7 cM3 pacTBopa ABy3amelleHHOro ¢hochOpHOKUCOro
HaTpWs CMeLLMBAIOT B konbe UnM cTakaHe BMECTUMOCTbH0 250 cM3.

Pactsop xpaHaT npu temnepatype (5+ 1) °C He 6onee 10 cyT.

8.13.3.5 lMpuroToBneHne pacTsopa MoMovHoro cybeTpara

MpuroToBneHue pacTeopa MonoyHoro cyberpata — no 8.5.3.2.

8.13.3.6 lMpuroToBneHne BOAHOIO pacTBopa UCNBITYeMOro npenapara

OTBelmBaroT B ABYX cTakaHuukax no 1,0 r ucneityemoro npenaparta. Kaxaylo HaBecky pacTBOpsOT B
10—15 cm3 Boabl TemnepaTypoit (35,0 + 1,0) °C. PacTBopbl NEpeHOCHT B MepHbIe KOmnbbl BMECTUMOCTLIO
100 cm3. CTakaH4MKM TpuKakl oBMbiBatoT 10—15 cm3 Boabl TeMnepaTypoit (35,0 +1,0) °C. CMbIBbLI 06beANHS-
0T C OCHOBHBLIMK pacTBopaMu. PacTBopbl TWaTenbHO nepemelunBaloT, NOMeLLalnT B ynbTpatepMocTtaTt u
BblAepXuBatoT npu Temnepartype (35,0 £ 0,5) °C B TeueHne 5 muH, nepuoanyecku nepemewnsas. Mo ncreve-
HWUW yKasaHHOro BpeMeHu pacTBopbl oxnaxaatoT Ao Temnepatypsbl (20,0 +1,0) °C, o6bem goBogAT 4o MeTKK
BOAOW U nepemMellnBatoT. [anee pactBopbl npenapara NepeHOcHT B KOHUYEcKUe Konbbl BMECTUMOCTLHO
100 cm3.

8.13.3.7 lMpuroToBneHune bycepHoro pacTBopa UCMLITYEMOro npenapara

MpuroToBneHue 6ydepHOro pacTBopa UCNLITYEMOro npenaparta NpoBogaT aHanoruqHo 8.13.3.6 ¢ Ton
pasHuLIeR, 4To ANA pacTBOPeHUs Npenaparta UCNonb3yloT BMecTo BoAbl hocdaT-uuTpaTHbIi 6ydepHblit pacT-
BOpP, NPUroTOBMEHHbIV No 8.13.3.4.

8.13.4 BbInonHeHue U3MepeHUn

8.13.4.1 B gBa cTakaHa BMecTMMocTbio 100 cM3 ¢ MOMELLIEHHBIMW B HUX CTEKAAHHBLIMW NAnNoYKaMmn BHO-
csT no 100 cm3 pacTopa MonouHoro cybcTpata, KOTopble NOMELLaloT B yibTpaTepMocTaT Npu Temnepatype
(35+1)°C. CtakaHbl BblaepxkuBatoT B TepmocTaTe He meHee 10 MuH. Mpyn aToM ypoBeHb BoAbl B yNbTpaTepMoc-
TaTe AOMKeH BbITb He HIKE YPOBHS MONIOYHOIO cybCcTpaTta B cTakaHax.

8.13.4.2 B gBacTtakaHa c pacTBOPOM MOJIOYHOTO cybcTpaTta, NoMeLLeHHbIe B yibTpaTepMocTaT, BHOCAT
no 1 cm3 BoaHOro pacTeopa Npenapara, He no3xe YeMmyepes 20 MUH Nocie Havana pacTBOPEHUS UCTILITYEMOro
npenapara. [Mocne BHeceHns pacTBopa NpenapaTa BKIoYaloT CeKyHAOMED, COAePKUMOE CTakaHOB TLLaTe b-
HO NepeMeLUnBatoT B TedeHne 3—>5 c.

8.13.4.3 lMocne nepemMeluMBaHnsa NepUOINYECKU C UHTEPBANoOM B 1—2 C CTEKNAHHOW Narnoykon ocTo-
POXXHO HAHOCAT PacTBOP MOSIOYHOro cybcTpaTa Ha CTeHKU cTakaHa. Mpwn NOABNEHUU XI1I0NbEB B CTEKAOLWEM
cnoe mMoroYHoro cybeTpaTta cekyHaoMepoM hmKeupytoT BpeMs ux obpasosaHus. MpoaomkuTensHOCTb CBep-
ThIBaHWs1 OTCYUTLIBAIOT C MOMEHTa BHECEHWS pacTBoOpa npenapaTa 4o NOABNeHUs XNomnbes.

8.13.4.4 UNsmepeHne npoOonmkuTenbHOCTU CBepThiBaHWUA pacTeopa MOSoYHoro cybctpata noga
AencTeuem cocdaTt-umuTpaTHoro bydepHoro pactsopa UCNbITyeMoro npenapaTa NPOBOASAT B COOTBETCTBUM C
8.13.3.218.13.3.3.
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8.13.5 O6paboTka pe3ynbLTaToB U3MepeHUin
8.13.5.1 [dontio MonokoceepTbIBaloLLEN aKTUBHOCTU CBUHOTO NencuHa B UCbITYeMoM npenapare Dy, %,
paccuuTbIBaloT No hopmyne

D7=[ —t—9]1oo, (29)
tho
roe tg — NpPOAOIPKUTENbHOCTbL CBEPThIBAaHUA pacTBOpa MOTOYHOro CyGCTpaTa BOAHLIM paCTBOPOM Nnpenaparta, C;
t,, — NPOAOIKMTENLHOCTL CBEPTBIBAHMA PacTBOPa MOMOYHOMO cy6eTpaTa GydepHbiM pacTBOpoM npena-
paTa, C.
8.13.5.2 BbluncrieHre 40NW MOMOKOCBEPTHIBAIOLLEN aKTUBHOCTY CBUHOTO MeEMcuHa B NpenapaTe npoBo-
AAT A0 BTOPOro AeCATUMHOIO 3HakKa € nocneayoLwmm oKpyrneHmem Ao nepeoro sHaka nocrne 3andaTon.
3a okoHYaTenbHbIN pesynbtart Vl3MepeHVII7I MaccoBon 00NN HepacTBOPUMOTIo OCTaTKa B Nnpenaparte npu-
HUAMaIOT cpeHeapUdMETUYECKOE ABYX NapaenbHLIX OnpeAeneHnit Dy.; U Dy.o, BLINOMHEHHBIX B YCIIOBMSIX
NOBTOPSAEMOCTU, €CIU BbINOJTHASTCA yCnosue npuemMrieMocTu:

|D7.4 — Dzl <1, (30)
rae r— npegen NnoBTOPSIEMOCTU AN YPOBHA BeposTHOCTU P = 0,95, npuseaeHHbIn B Tabnuue 11.
ABContoTHOE 3HaYeHWe pasHOCTU MexAay pesyrnbTatamu AByX UsMepeHuii Dy.g 1 Dy.4, BbINOMHEHHbIX B
YCI0BUAX BOCTIPON3BOAMMOCTHU, He AOMKHO NpeBbIllaTh Npeaena BOCNPOU3BOAUMOCTY 1S YPOBHA BEPOSIT-
HocTn P=0,95:
ID7.3— D74l <R, CO
rae R — npepen BOCNpOU3BOAUMOCTU, NpUBeAEHHbIN B Tabnuue 11.

Tabnuuya 11
B npoueHTax

Mokasatenb TO4HOCTU
Mpepen Mpenen .
[nanasoH (rpaHuubl abcontoTHOM
HanmeHosaHue nokasarens . MOBTOPSIEMOCTH [, | BOCIPOM3BOAMMOCTH R,
U3MepeHwuit P=005 n=2 P =095 norpewHocTu) + A,
T ’ P=0,95
[onsi MonokocBepThIBatoLLEl
aKTMBHOCTU CBUHOIO MencuHa oT
obwer  MONOKOCBEpPTLIBaIOLWE Oor1,5
aKTMBHOCTW MpenapaTta 0o 100,0 12,0 29,5 23,2

8.13.6 KoHTponb cTabunbHOCTU pe3ynbLTaToOB U3MEpPEeHUn

KoHTpornb kavyecTBa pe3ynbTaTtoB M3MepeHuid B nabopaTopun Npy peanuiauum MetToanki NpoeoasT B
cooTBeTCTBUN C 8.5.6.

8.14 OnpepeneHune MuKpoGuonoruyeckMx nokasarenemn

8.14.1 OT60p nNpob npenapaToB, NOATOTOBKA WMX K aHanu3y, obwue npasuna MUKpobronorniecknx
nccnegosaHuin — no FOCT P 51446, TOCT 26668, TOCT 26669, TOCT 26670.

8.14.2 OnpepaeneHue konuyecTBa Me30UITbHBLIX a3p0o6HbIX 1 (hakyNbTaTUBHO-aHa3POBHBIX MUKPOOP-
raHnamoB (KMAPAHM) nposoaat no FOCT 9958 unnu FOCT 10444.15.

8.14.3 OnpepgeneHue 6akTepuii rpynmnbl kMwedHblx nanodek — no FOCT P 50474 unu FOCT 9958.

8.14.4 OnpepneneHue 6akTepuii Buaa E. coli—no FOCT 30726.

8.14.5 OnpepeneHne naToreHHbIX MUKpoopraHuamoB, B T.4. Baktepuid poga Salmonella, — no
FOCT 9958 unn FOCT 30519.

8.14.6 OnpegeneHue konuyecTBa cynbduTpedyumpyowmnx knoctpuani — no FOCT 9958 unu
FOCT 29185.

8.15 OnpepeneHne TOKCUYHbIX 3NIEMEHTOB

8.15.1 TMoaroTtoska nNpob Ans onpegeneHns TOKCUYHbIX anemeHToB — rno FOCT 26929 wunu [5].

8.15.2 OnpeneneHne TOKCUYHBIX 3NIEMEHTOB:

- mMblwbsaka — no FOCT P 51766, TOCT 26930, TOCT 30178.

- cBuHUa — noFOCT P 51301,MOCT 26932, TOCT 30178 n [6].

30



rocT P 52688—2006

9 TpaHcnopTupoBaHMe U XpaHeHue

9.1 MpenapaTbl TPaHCNOPTUPYIOT BCEMU BUOAAMU TpaHCNopTa B KPbITbIX TPaHCNOPTHLIX cpeacTBax B
COOTBETCTBUM C NPaBniamMmn NepeBo3oK rpy3oBs, AeNCTBYOLMMU Ha COOTBETCTBYIOLLIEM BUAE TpaHcnopTa.

9.2 lMpenapaTbl XPaHAT Ha CkNagax NsroToBUTENSA B yNakoBaHHOM BUAE B CYXOM, 3aLLMLLEHHOM OT CBeTa
nomMeLleHuM npu TemnepaTtype He Bbile 10 °C noTHOCMTENbHOM BNaXXHOCTN Bo3ayxa He 6onee 75 %. Cpokxpa-
HEeHWA Ha NPeANPUATUN-NIrOTOBUTENE ChIYYXXHOTO (hepmeHTa 1 nencnHoB — He Bornee 10 Mec, KOMMEKCHbIX
npenapaToB — He bornee 6 mec.

He gonyckatoT xpaHeHue npenapaTos B HenocpeacTBEHHOM BNIN30CTM OT OTONUTENbHBIX U HarpesaTe b-
HbIX YCTPONCTB 1 NPUBOPOB.

9.3 TMpenapaTbl BO BCKPLITOW yNakoBke XpaHAT He Bornee 5 cyT B CyXOM, 3aLLMLLIEHHOM OT CBeTa MecTe
npu Temnepatype (17 £ 3) °C 1 oTHOCUTENLHOW BMIaXKHOCTW Bo3ayxa He 6onee 75 %.

9.4 CpoK rogHOCTN CbIYY>KHOTO (hepMeHTa, NencUHOB Ars HenocpeACTBEHHOro MPUMEHEHNS B Chipoae-
nmm — 12 mec, 4n8 Npous3BoACcTBa KOMMIEKCHLIX MpenapaTtoB — 4 Mec ¢ AaTbl USTOTOBIEHUS.

Mcnonb3oBaHue CblvyXHOro (hepMeHTa U NEencuHOB Ans NPOU3BOACTBA KOMMIIEKCHBIX Npenapartos
nocne 4 Mec xpaHeHus He JonyckaeTcs.

9.5 CpoK rogHoCTV KOMNIIEKCHBIX NpenapaTtoB B cbipodenuM — 8 mec.
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Mpunoxenne A
(o6asaTrenbHoe)

Tpe6oBaHUA K KOHTPONbHLIM oGpa3Lam

A.1 KoHTponbHble 06paslbl ChiYYyKHOMO (hepMeHTa W FOBsKbEro MencuHa, UCMnonb3yemble npu onpeaeneHnu
obLLel MOMOKOCBEPTLIBAIOLWEN aKTUBHOCTM Mo 8.5 1 8.6, 4ONM MOMOKOCBEPTbIBAIOWEN aKTUBHOCTU XMMO3WHa OT 0bLuel
MOIOKOCBEpPTLIBaIOLLEN akTMBHOCTM NpenapaToB no 8.7, 4OMKHbI COOTBETCTBOBATL Credylowmnm TpeboBaHusMm.

A.2 KoHTponbHbI 06pa3sel cbivyXHOro oepmeHTa

Mo opraHoNenTUHECKUM U (OU3NKO-XMMUYECKUM NokasaTensaM KOHTPONbHbIV oBpasel, CblvyxHOro hepmeHTa gon-
EeH COOTBETCTBOBaTb TPeboBaHWAM, U3NOXEHHbIM B Tabnvue A.1.

Ta6nunua A1

HaumeHoBaHue XapaKTepucTUKu 1 nokasartena

XapaKTepI/ICTI/IKa 1 3HavYeHne nokasartens

BHewHun Bug,

OpaHopoaHbIN NOPOLLIOK

Ueet

CBeTno-XenTbl NN CBETNO-CEPbIN

3anax

Cneumndnyecknii, CBOMCTBEHHBIN XMBOTHLIM MPO-

Teasam

06u.|,a;| MOJTOKOCBEpPThIBaOWasa aKTMBHOCTb KOHTPOINb-

HOro o6pasua CbIMyKHOro (PepmMeHTa No CBEPTHIBAHUIO MO-
noYHoro cyberpara, yen. ea./r, He MeHee

100000 £ 5000

Hons monokocBepThIBaKOLWEN akTUBHOCTU XMMO3WHa OT

obLwer MOMOKOCBEpThHIBAOWEN aKTMBHOCTU KOHTPONBHOIO
o6pasua cblvyxHoro dhepmeHnTa, %, He meHee

85

A.3 KoHTponbHbIM 06pa3el roBaXbero nencmHa

Mo opraHonenTU4eckum U pu3nNKo-xXMMUYECKUM NokKasaTenssMm KOHTPONbHbLIN 0OpaseL, roBsXKbero NencuHa JoMmkeH
COOTBETCTBOBaTbL TpebGoBaHWSIM, M3NOXeHHbIM B Tabnuue A.2.

Tab6bnuuya A2

HaumeHoBaHue XapakTepucTuki U nokasarens

XapaKTepucTuka n 3HaueHue nokasarerns

BHewHun Bug,

OaHOpOaHbIN NOPOLLIOK

User

CBeTno-XenToi N CBETNO-CepLIN

3anax

Cneunduyecknii, CBONCTBEHHbIA XUBOTHBIM MPO-

Teasam

O6was MOonoKoCBepThIBAOWAA AKTUBHOCTb KOHTPOMb-

HOro o6pa3ua FOBSDKLETO MerncuMHa no CBepPTbIBaHUIO MO-
nouHoro cybctpara, ycn. ea./r, He meHee

100000 + 5000

Hons MOJ'IOKOCBeprIBaIOLIJ,eﬁ AKTUBHOCTU XMMO3UHa OT

obwen MONOKOCBEPTLIBAOWEN aKTUBHOCTU KOHTPONbHOIO
o6pasua roesbkbero NencuHa, %, He MeHee

15
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Mpunoxenvne b
(obasaTrennHoe)

Tpe6oBaHWUA K KOMNLIOTEPHOW NporpaMme

B.1 ®yHKunOHanbLHLIe TPpeOoBaHMS K Nporpamme

B5.11 YnpasneHne 003aTOpPOM peareHTOB

Mporpamma ponxHa obecneunBaTtb nogady KOMaHi Ha WNPULUEBON A03aTOP U OTCMEXMBATL WX BbINOMHEHUE.
Komanabl, nogasaemble Ha Ao3aTop, AoMmkHbl 06ecneunBaTth BeIGOP XUAKOCTHBIX KAHANOB 403aTopa, BblGOp ynpaBnsiemo-
ro Wwnpuua, MHaUBMAYyanbHoO Ar1si KAXA0rOo WNpuLa 3agaBaTtb 06 bemM U CKOPOCTL UX 3anofiHeHUs, 06 beM N CKOPOCTb UX OMNo-
poxHeHus. KaxxasiM U3 Lunpuues criefyeT ynpasrsiTb HE3aBUCUMMO.

Mudopmaums o cocTosiHumM fo3aTopa JOIKHA BbliAABaTLCA HA AUCNNEn KOMMNboTepa B Npouecce U3MepeHusi.

B.1.2 KoHTponb Temnepartypbl peakuvm

Mporpamma porkHa KOHTPONMPoBaTh TEMINEPATYPY TEPMOKIOBETHI C TOUHOCTbIO + 0,2 °C n oToGpaxaTe Temnepary-
Py Ha aucnnee KOMNbloTepa.

B.1.3 O160p aaHHLIX ¢ hoTOMETPA

Mporpamma e pexxume peanbHOro BpemeHu JorxHa obecneynearb:

- oTt60p ¢ nHTepBanom Bpemenu (0,110 + 0,001) ¢ uMdpPOBLIX AaHHBIX (3HAYEHUI ONTUYECKOW NNOTHOCTW) € HOTO-
MeTpa C NorpewHocTbio + 0,0005 egUHULbI ONTUYECKON MNOTHOCTY;

- vyucnosoe aucddepeHUNpPOBaHUE MO BPEMEHN 3HAYEHWUIA ONTUYECKOW MITOTHOCTH;

- oTo6paxeHne BO BpEMEHU 3HAUEHUI ONTUYECKOM MITOTHOCTN U 3HAYEHUIA BTOPOIN NPOU3BOAHON ONTUYECKON NNOT-
HOCTM MO BPEMEHU Ha AWCIIiee KOMMNbIOTepPa;

- 3anomuHaHue B 6ase AaHHbIX MHhopMaLuM O 3HAYEHUSIX ONTUYECKOW NNOTHOCTU (KNHETUYECKME KPUBLIE);

- onpegeneHve MOMeHTa npekpaweHus otbopa AaHHbIX ¢ POTOMETPa ANA TEKYWEN peakumm (No KPUTEPUIO OCTU-
XeHWsl MOMeHTa CMeHbl 3HaKa BTOPOW NPOV3BOAHON ONTUHECKON NNOTHOCTU BO BPEMEHW).

B5.1.4 BbluncneHune KNHeTMYECKNX MNapaMeTPOB TeKylluen KNHeTUHEeCKON KPpUBON

Mporpamma gomxHa obecneynBaTh:

- 4yucnoeoe guddepeHunpoBaHNE MacCuBa 3Ha4YeHNIN ONTUYECKON NIOTHOCTU TEKYLLEN KNHETUYECKON KPUBOM
(noCTpOeHUE KPUBOIN UBMEHEHUSA BTOPOW NPON3BOAHON 38BUCUMOCTM ONTUYECKON NITOTHOCTU pacTBOPa MOSOYHOIo cy6-
cTpaTta no BpeMeHW) Ansi KOHTPOIbHBIX 06pa3LOB ChI4Y)KHOIO thepMeHTa U FOBSKbEro NENCUHA U UCNBITYEMOrO Npena-
para;

- CrMaxvBaHue MeTOA4OM HavMeHbLUMX KBagpPaToR (C Lenblo yeTpaHeHus wyMoB) anddepeHumansHOn KpUBoON B
obnactu cMeHbl ee 3HaKa;

- onpegerneHve MOMeHTa BpeMeHN CMeHbl 3Haka AnddepeHLmanbHON KPMBOW, MPUHMMAEMOTO 3a BpeMs 4OCTUXe-
HUS1 MaKCUManbHON CKOPOCTM POCTa ONTUHECKOW MIOTHOCTU pacTBOpa MOJIOYHOro cybeTpara;

- oTobpaxeHune rpacdudeckon nHpopmauum o MaTemaTudeckomn o6paboTke kKMHeTUHECKUX U AnddepeHUnanbHbIX
KPVIBbIX HA AUCMee KOMMBIOTEPa;

- 3anoMuHaHWe 3Ha4YeHUN BpeMeHM JOCTUKEHUA MakCUManbHOW CKOPOCTU pOCTa ONTUYECKON NIIOTHOCTU pacTBopa
MOMoYHoro cybctpara B 6a3e gaHHbIX M 0To6paxeHne nx B Buae Tabnuvubl Ha gUCHee KOMNbIOTepa;

- BblUMCIEHNE OTHOLWEHNI BPeMeHN OCTUKEHWUS MaKCMMAaTbHOWM CKOPOCTH POCTa ONTUYEecKomn NnoTHocTn Ky, Ky, Ky
pacTeopoe MonoyHoro cybetpata Ne 1 ¢ pH 6,50 u Ne 2 ¢ pH 5,50 nog, AecTBMEM UCTIBITYEMOIO NpenapaTa, KOHTPONbHBLIX
00pasLoB Cbl4YXXHOro hepMeHTa 1 rOBSXXbEro NencuHa, NocTynneHue ux B 6asy AaHHbIX M 0TOBpaXKeHUe pe3ynbTaToB UX
M3MepeHUs B BUAE guarpamMmmel Ha gucninee KoMnelotepa.

B5.1.5 MocTpoeHne ypaBHEeHNA ANA onpeaeneHNAa A0 MONOKOCBEPThIBaIOLWEe aKTUBHOCTU XMMO3NHA OT
o6Wwen MONOKOCBEPTLIBAKOWEN aKTUBHOCTH Npenapara

Mporpamma gonxHa obecneqmBaTth BbIBOA ypaBHeHUs perpeccum (CM. chopmyny b.1), nocTpoeHHoro metogom Hau-
MEHBbLLMX KBAJPaToB NO 334aHHLIM 3HAYEHUSIM AONN MOMNOKOCBEPTLIBAIOLWEN aKTMBHOCTU XMMO3UHA OT 06Lwen MoOnoko-
CBEpThIBaIOLLEN aKTMBHOCTU KOHTPONBHOIO 06pasua ChivyXHOro hepmeHTa, KOHTPOIbHOro 06pasLia roBsiXbero nencuHa n
M3MEPEHHbIX BENUYMH OTHOWEHNIN BPEMEHN BOCTUXEHUSI MAKCMMAaIIbHON CKOPOCTY POCTa ONTUYECKON NITOTHOCTU PacTBO-
poB Moro4YHoro cybcrpara:

¥ = by + box + bax’. (6.1)

M pwnmedaHune—KBagpaTnuHble YneHbl NPUMEHSIIOT, ECIN ANA KaNMGPOBKM UCTIONb3YIOT CMECh PacTBOPOB OT-
pacrneBbIX KOHTPOIbHbLIX 06Pa3LOB FOBSHXKLENO NENCUHA U ChIYYXHOIO (hepMeHTa C 0GbEMHBIM COOTHOWEHNEM 1:1.

Mporpamma aonxHa BuYUCNATL Dg ANA cMecn pacTBOPOB KOHTPOMNbHBIX 06PA3LIOB roBSXXLEro NENCUHA U ChIYyX-
HOro chepmeHTa ¢ 06bEMHBIM COOTHOWEHMEM 1:1 no chopmyne
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_AymsD,+ A;my Dy
Aymg+ Aymy
rae A, — o6uas MONOKOCBEPTLIBAIOLLAS aKTMBHOCTL KOHTPOIBHOTO 06pasLia ChiyXHOro hepmeHTa, ycn. ea./r;
Mg — Macca HaBECKW KOHTPOMNbLHOro 06pasLia ChiuyXHOro hepMeHTa, T;
D, — [ons MOMNoKoCBEPTLIBAOLLEH 8KTUBHOCTU XMMO3NHA 0T 06Lel MONMOKOCBEPTbIBAKOLEN aKTUBHOCTU B KOHTPOIb-
HOM 0OpasLe cblvykHoro hepmenTa, %;
A — 06LLasi MOMOKOCBEPTLIBAKOLLAS aKTMBHOCTB KOHTPONBHOMO 06pa3ua roBsxbero nencuHa, yer. ea./r;
m, — Macca HaBECKW KOHTPOMNLHOro 06pasLia roBsxbLero nencuxHa, r;
D, — [ons MonoKoceepTLIBaoWern aKTMBHOCTV XMMO3UHa OT 0616 MOOKOCBEpPTHIBAKOWEN aKTUBHOCTU B KOHTPOIb-
HOM 0OpasLe roBsbkbero nencuHa, %.
B5.1.6 BbluncneHne Aonn MOJSIOKOCBEpPThLIBaIOLWEn aKTUBHOCTU XMMO3MHa OT o6LWein MONoKoCBepThIBako-
e/ aKTUBHOCTU B UCMNbITYeMbIX Npenapartax
MporpamMma gorxHa oGecrieumBaTh BbIUYMCIIEHWE AnNs UCMBITYEMbIX MpenapaToB AOMM MOOKOCBEPTbiBaloLLEn
aKTMBHOCTU XMMO3MHAa OT 06LLell MONOKOCBEPTHIBAIOLLEN aKTUBHOCTM UCMLITYEMOro Npenapara B COOTBETCTBUM C ypaBHe-
Husimn 6.1 1 B.2 1 3HaueHnAMK OTHOLLIEHUIA BPEMEHU JOCTUXEHMWS MaKCUManbHOM CKOPOCTM POCTa ONTUYECKON MITOTHOCTH
(cm. B.1.4).
B.1.7 BbluncneHue o6uen MONIOKOCBEPThIBaKOLLEe aKTUBHOCTU UCNbITYeMOro npenapara
Mporpamma gonxHa oGecrevnBaTh BblHMCIEHNE 3HA4YEHWIA 06LLEl MONOKOCBEPTHIBAIOLLEN aKTUBHOCTU UCTbITYe-
moro npenapara Ay, ycn. ea./r, no popmyne

Dg (b.2)

A4=m5A2t11

(6.3)
moty,

rae Mg — macca HaBeCkM KOHTPOINbHOro 06pasua CbluyKHOro hepMeHTa, I;
A, — 061125t MOOKOCBEPTLIBAIOLWLAS aKTUBHOCTb KOHTPOSBHOTO 06pa3La ChivyXHOro chepmeHTa, yen. ea./r;
{44 — BPeMs JOCTUXEHUS MAKCMMaribHOW CKOPOCTU POCTa ONTUYECKON NITOTHOCTU PaACTBOPA MOSIOYHOTO cyGeTpara ¢
pH 6,50 nog gencTBMEM KOHTPONBHOro o6pasua coivyXHOro hepmeHTa, ¢;
My — Macca HaBeCKM UCMbITYEMOrO Npenapara, r;
t1, — BpPeMs JOCTUXEHNS MaKCMMarbHOW CKOPOCTH POCTa ONTUYECKON MITOTHOCTU pacTBOpa MOMoYHoro cyberparta ¢
pH 6,50 noa gencTeMeM UCMbITYE@MOro npenapara, C.

5.1.8 OTob6paxeHne pe3ynbTaTtoB MU3MEPEHMUA

MporpaMmma gonxHa o6ecrneynBaTe 0TOOPaXKeHNE OKOHYATElbHBIX PE3yNbTAaTOB U3MEPEHUS, AATY U BPEMS UCTIbITA-
HUI, WKdp 3KCNepuMeHTa (pasMelleHne Bcel nHpopmaumm o6 akcnepumenTte B 6ase AaHHbIX), HEOGXOANMbBIE KOMMEH-
Tapww.

B.2 OpraHu3auma paboTbl nporpamMmmbl

PaboTa nporpaMMbl 4omxkHa 6bITb OpraHM3oBaHa UCXOAs U3 CrieayoLWwmnx NPUHLKINOB.

B.2.1 Bce pacuyeTbl, nepevmcnerHHble B JaHHOM MPUNOXeHW, CrieayeT BbiNOMNHSTb B PEXUME peanbHOro BpemMeHu
(3a Bpemsi meHee 0,1 ¢). Kpome Toro, nporpamma JomnxHa yaoBneTBopaTb Tpe6oBaHnsAM onepauuoHHO cUCTeMbl, obecne-
yuBatoLen paboTy B pexumMe MHOro3agaqHocTu.

B.2.2 lMporpamma gorxHa obecneynBaTth BbIBOA HA ANCIIEN TEKYLLLEN MHOpMaLMK, a Takke nHpopmauwmm, 3aTpe-
60BaHHOM onepaTopoM B 1toGON MOMEHT, KakK No TEKYLLEMY SKCMEPUMEHTY, TaK M MO YXKe BbINONTHEHHBIM UCMbITAHUSIM (M3
6a3bl gaHHbIX).

B.2.3 Paboty nporpammsl cnefiyeT CTPOWTbL Ha OCHOBE MHTEPNPEeTMPOBaHWs (BbINONHEHUs) BbIBpaHHOro oneparto-
POM UCMbITAaHUS, COCTABMNEHHOIO HA OCHOBE NEepeYncrieHnsi HacTpavBaeMblx Nnof TpebyemMble 3a4a4n MakpoKoMaHy,.

B.2.4 lMporpamma gonxHa obecneynBaTb NPUMEHEHWNE NOCTABMSIEMbIX C MPOrPaMMol pekoMeHayeMbIX GMbnmoTek
cueHapuveB, a Takxe NpeaoCTaBNsiTb BO3MOXHOCTb COCTaBNEHNS MHAUBUAYaNbHbIX GUONMoTeKk cueHapues. [ins cocTtae-
NeHUsa MHaMBKMAYyanbHbIX GBUGNUOTEK CLEHapWER NPorpaMmMa AoMKHA UMETb CrnieLManuanpoBaHHbIf pegakTop, obecrneyn-
BaOLWMN HACTPONKY MaKpOKOMaHA,.

B.2.5 VHTepderic nporpammbl gonxkeH obecneumeaTh B pexvme guanora Bbl6op onepatopom Tpebyemoro cueHa-
pusi 3 GUBNMOTEKM CLEHapMEB 1 BBOJ UCXOOHON MHpopmaLmu.
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Bubnuorpadua

CanuTapHble npaBunia Anst npeanpuaTMn MACHOW npomblwneHHoctn, M3 CCCP,
29.09.86

MpoAoBONbLCTBEHHOE ChIPLE U NULLEBbLIE NPOAYKTLI. [MMMeHnYeckne TpebGoBaHus be-
30MacHOCTU W MULLEBOW LEHHOCTW MULEBLIX NMPOAYKTOB

Muteeeas Boga. [MrneHndeckne Tpe6OBaHVIF| K Ka4eCTBYy BOAbl LEHTPaNM30BaHHbIX
CUCTEM MNMNTLEBOIO BO,EI,OCHaG)KeHVIH. KOHTpOJ'Ib KavyecTBa

IirneHndeckue TpeboBaHUs Mo NPUMEHEHNIO NULLEBLIX 406aBOK

OnpegeneHne cogepXXaHusi TOKCUYHBIX 3MEMEHTOB B MULLEBLIX NPOAYKTax WM Mpo-
[JOBOMbCTBEHHOM Cbipbe. MeToauka aBTOKNaBHOM NPo6oNoaroToBKu

MeToauka BbINONHEHUS M3MEHEHMIA MAcCOBOW AONW CBUHLA W KagMWUsi B MULLEBbIX
npoaykTax u NpoaoBONbCTBEHHOM Chlpbe METOAOM 3MEKTPOTEPMUYECKOW aTOMHO-
abcopOLUMOHHON CNEKTPOMETPUM
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